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DEPARTMENT  OF  COMMERCE 
Patent  and  Trademark  Office 

37  CFR  Part  1 
[Docket  No.  70635-8153] 

Deposit  of  Bioiogicai  Materiais  for 
Patent  Purposes 

agency:  Patent  and  Trademark  Office, 
Commerce. 

action:  Notice  of  proposed  rulemaking. 

SUMMARY:  This  notice  sets  forth  rules 
that  the  Patent  and  Trademark  OfHce 
(Office)  is  proposing  to  govern  the 
deposit  of  biological  materials  for  patent 
purposes.  The  proposals  are  directed  to 
the  procedural  requirements  for  making 
a  deposit  of  a  biological  material  for 
patent  purposes  in  the  United  States 
when  it  is  determined  that  a  deposit  is 
necessary.  In  addition  to  the  examining 
procedures,  the  proposals  address  the 
conditions  which  are  required  for  an 
acceptable  deposit,  replacement  of  a 
deposit,  and  conditions  which  may  be 
placed  on  access  to  the  deposit  once  the 
patent  is  granted.  Interested  parties  are 
invited  to  comment  on  the  proposed 
rules. 

DATES:  Comments  must  be  received  on 
or  before  January  9, 1989  to  insure 
consideration.  A  public  hearing  will  be 
held  on  January  11, 1989,  beginning  at 
9:30  a.m.  Requests  to  present  oral 
testimony  at  the  hearing  should  be 
received  on  or  before  January  9, 1989. 
ADDRESS:  Address  written  comments  to 
Box  8,  Conunissioner  of  Patents  and 
Trademarks,  Washington,  DC  20231 
marked  to  the  attention  of  Charles  E. 
Van  Horn. 

The  hearing  will  be  held  in  the 
Commissioner's  Conference  Room  in 
Crystal  Park  2,  Room  912.  Written 
comments  and  a  transcript  of  the  public 
hearing  will  be  available  for  public 
inspection  in  Crystal  Plaza  Building  2- 
5C15. 

FOR  FURTHER  INFORMATION  CONTACT: 

Charles  E.  Van  Horn  or  Harris  A.  Pitlick 
by  telephone  at  (703)  557-4035  or  by 
mail  marked  to  his  attention  and 
addressed  to  Box  8,  Commissioner  of 
Patents  and  Trademarks,  Washington, 
DC  20231. 

SUPPLEMENTARY  INFORMATION:  Every 
patent  must  contain  a  written 
description  of  the  invention  sufHcient  to 
enable  a  person  skilled  in  the  art  to 
which  the  invention  pertains  to  make 
and  use  the  invention.  Where  the 
invention  involves  a  biological  material 
and  words  alone  cannot  sufficiently 
describe  how  to  make  and  use  the 
invention  in  a  reproducible  or 


repeatable  manner,  the  required 
biological  material  must  either  be 
known  and  readily  available  and  likely 
to  continue  to  be  available  or  be 
deposited  in  a  suitable  depository  to 
obtain  a  patent.  Access  to  a  deposit 
during  the  pendency  of  a  patent 
application  relying  upon  it  will  be 
governed  by  the  same  criteria  used  to 
consider  access  to  the  patent 
application.  Samples  of  the  deposited 
material  must  become  publicly  available 
upon  issuance  of  the  patent.  The  deposit 
will  be  considered  part  of  the  patent 
disclosure. 

A  draft  policy  statement  on  the 
deposit  of  biological  materials  for  patent 
purposes  was  circulated  among 
interested  bar  and  industry  groups  and 
published  in  the  BNA-Patent, 

Trademark  and  Copyright  Journal  on 
May  22, 1986.  After  reviewing  WTitten 
comments  on  the  statement,  an  advance 
notice  of  proposed  rulemaking  setting 
forth  rules  being  considered  for  deposits 
of  biological  materials  for  patent 
purposes  was  published  on  September  9, 
1987  in  the  Federal  Register,  52  FR  34080, 
and  on  September  29, 1987  in  the  ofRcial 
Gazette,  1082  O.G.  47.  Numerous 
organizations  and  individuals  filed 
comments  in  response  to  the  advance 
notice. 

The  rules  being  proposed  by  the 
Office  prescribe  the  conditions  under 
which  a  deposit  may  be  made,  the  kinds 
of  materials  that  may  be  deposited,  the 
type  of  depository  which  is  acceptable 
to  the  Office,  the  time  for  making  an 
original  deposit,  the  procedures  and 
obligations  applicable  to  the  making  and 
maintaining  of  a  deposit  and  its  possible 
replacement,  the  term  of  a  deposit  and 
other  matters  relating  to  the  deposit  of  a 
biological  material  for  patent  purposes. 

It  general,  the  rules  being  proposed  by 
the  Offlce  would  continue  and  clarify 
both  long-standing  practices  of  the 
Office  and  judicially  developed 
principles  of  patent  law.  The 
explanations  associated  with  the  rules 
that  are  ultimately  adopted  along  with 
the  substantive  content  of  the  comments 
and  responses  concerning  the  draft 
policy  statement,  the  advance  notice  of 
proposed  rulemaking  and  this  notice  of 
proposed  rulemaking  will  be 
incorporated  into  a  set  of  guidelines  that 
will  be  published  in  the  manual  of 
Patent  Hamming  Procedure. 

Familiarity  with  the  advance  notice  is 
assumed.  Changes  in  the  text  of  the 
rules  proposed  in  this  notice  from  the 
text  of  the  rules  published  for  comment 
in  the  advance  notice  are  discussed. 

The  comments  received  in  response  to 
the  advance  notice  are  analyzed. 


Changes  in  Text  of  Advance  Notice 

Several  changes  have  been  made  in 
the  text  of  the  rules  being  proposed  from 
the  text  of  the  rules  which  were 
published  for  comment  in  the  advance 
notice.  Those  changes  are  discussed 
below. 

Section  1.200  as  published  in  the 
advance  notice  has  been  revised  by 
replacing  the  term  “after  insertion  in  a 
host"  in  the  Hrst  sentence  with 
“indirectly.”  The  former  term  was  too 
narrow  in  scope.  Indirect  replication  is 
meant  to  include  those  situations  where 
the  biological  material  is  only  capable  of 
replication  when  another  self-replicating 
biological  material  is  present.  Self¬ 
replication  after  insertion  in  a  host  is 
one  example  of  indirect  self-replication. 
Examples  of  indirect  replicating 
biological  materials  include  viruses, 
phages,  plasmids,  symbiants,  and 
replication  defective  cells. 

Section  1.200  has  been  further 
changed  by  modifying  the  list  of 
representative  examples  in  the  second 
sentence  to  include  at  least  one  material 
listed  in  the  third  sentence  to  indicate 
the  lists  are  not  intended  to  be  mutually 
exclusive. 

Section  1.200  has  been  further 
changed  by  deleting  the  last  sentence 
thereof  so  that  no  materials  are 
explicitly  excluded  from  the  definition  of 
biological  material. 

Section  1.201(a)  as  published  in  the 
advance  notice  has  been  completely 
rewritten  so  as  not  to  refer  to  specific 
requirements  of  35  U.S.C.  112.  The  rule 
as  proposed  states  that  where  a  claimed 
invention  is  or  relies  on  a  bioiogicai 
material  which  is  not  known  and  readily 
available  to  the  public  and  which 
cannot  be  described  in  writing  alone, 
the  disclosure  may  include  a  deposit  of 
a  biological  material  deposited  in  a 
depository  and  under  conditions 
complying  with  these  regulations. 

Section  1.201(b)  as  published  in  the 
advance  notice  has  been  revised  by 
replacing  the  term  “in  a  reproducible 
manner"  with  the  term  “without  undue 
experimentation”  to  assure  the  same 
standard  for  enablement  regardless  of 
whether  biological  materials  are 
involved. 

Section  1.201(b)  has  been  further 
changed  by  deleting  the  second  sentence 
thereof.  The  definition  of  “known  and 
readily  available”  is  not  intended  to  be 
limited  by  rule.  In  the  third  sentence 
thereof  (now  the  second  sentence 
thereof),  the  term  “accessible”  has  been 
replaced  with  “readily  available”  for 
consistency  in  terminology. 

Section  1.201(c)  as  published  in  the 
advance  notice  has  been  revised  by 
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deleting  the  term  “one  or  more 
requirements  of  as  redundant  and  to 
avoid  any  suggestion  of  limitation  as  to 
the  number  of  requirements  of  35  U.S.C. 
112  which  can  be  met  with  the  hling  of  a 
deposit. 

Sections  1.202  (a)  and  (b)  as  published 
in  the  advance  notice  have  been 
changed  to  §§  1.202(a](i}  and  1.202(a)(ii), 
respectively,  and  revised  to  indicate  that 
a  deposit  “shall"  be  made  in  an 
acceptable  depository  under  paragraph 

(a) (i)  or  (a)(ii).  The  Office  will  not  accept 
for  patent  purposes  any  deposit  not 
made  in  a  depository  under  §  1.202(a). 

Upon  publication  of  final  rules  on  the 
deposit  of  biological  materials  for  patent 
purposes,  the  Office  will  publish  a  list  of 
International  Depositary  Authorities 
(IDAs).  Any  other  depository  seeking 
status  under  paragraph  (a](ii)  of  §  1.202 
would  be  required  to  comply  with  the 
applicable  rule  as  adopted. 

Section  1.202(b]  as  published  in  the 
advance  notice  has  been  changed  in 
proposed  §  1.202(a](ii}  by  including 
governmental  agencies  among  the 
impartial  consultants  and  by  simplifying 
the  language  in  subparagraph  (3). 

Section  1.202(c)  as  published  in  the 
advance  notice  has  been  changed  to 
§  1.202(b).  It  has  been  revised  to  refer  to 
a  depository  under  paragraph  (a)  of  this 
section  and  to  indicate  that  the 
substitute  deposit  must  be  viable  when 
the  biological  material  is  of  a  kind 
capable  of  self-replication. 

Section  1.202(d)  as  published  in  the 
advance  notice  has  been  changed  to 
§  1.202(c).  It  has  been  revised  to  refer  to 
a  depository  seeking  or  acquiring  status 
under  paragraph  (a)(ii)  of  this  section. 
The  word  “said”  in  subparagraph  (5)  has 
been  deleted  and  appropriate  commas 
inserted  in  subparagraphs  (4)  and  (5). 

A  new  paragraph  (d)  is  proposed  to  be 
added  which  would  prescribe  how  an 
acceptable  depository  limited  to  certain 
kinds  of  biological  material  may  extend 
the  kinds  of  such  material  for  which  it 
wishes  to  be  recognized  by  the  Office. 

Section  1.203(a)  as  published  in  the 
advance  notice  has  been  rearranged  to 
clarify  that  a  requirement  for  a  deposit 
by  the  examiner  will  be  made  no  later 
than  the  date  the  Notice  of  Allowance 
and  Issue  Fee  Due  is  mailed. 

Section  1.203(b)  as  published  in  the 
advance  notice  has  been  revised  by 
deleting  the  terms  “in  a  depository 
defined  in  §  §  1.202  (a)  and  (b)”  and  “in 
the  depository  defined  in  §§  1.202  (a)  or 

(b) .”  These  terms  are  now  redundant  in 
view  of  the  proposed  change  to  §  §  1.202 
(a)  and  (b)  as  published  in  the  advance 
notice.  Section  1.203(b)  has  been  further 
revised  by  adding  that  the  applicant 
shall  promptly  submit  the  verified 
statement  but  that  when  the  person 


corroborating  the  fact  that  the  biological 
material  which  is  deposited  is  the  same 
as  the  biological  material  described  in 
the  application  as  filed  is  an  attorney  or 
agent  registered  to  practice  before  the 
Office,  the  statement  need  not  be 
verified.  The  language  for  the  content  of 
the  statement  has  been  rearranged  to 
require  that  the  biological  material 
which  is  deposited  is  the  same 
biological  material  described  in  the 
application  as  filed. 

Section  1.204  as  published  in  the 
advance  notice  has  been  changed  to 
indicate  changes  in  the  conditions  under 
which  a  replacement  deposit  may  be 
made. 

Section  1.204(a)  has  been  changed  to 
indicate  that  the  rule  prescribing  the 
time  for  making  a  replacement  deposit  is 
subject  to  proposed  paragraphs  (e),  (f) 
and  (g)  of  the  rule  and  that  this  time  is 
extendable  upon  petition,  only  for 
sufficient  cause,  and  for  a  reasonable 
time  specified.  Any  request  for  such 
extension  must  be  filed  on  or  before  the 
day  on  which  action  is  due,  but  in  no 
case  will  the  mere  filing  of  the  request 
effect  any  extension.  The  word  “new" 
has  been  replaced  with  “replacement” 
to  provide  antecedent  basis  for 
“replacement”  later  on  in  the  paragraph. 

Section  1.204(a)  has  been  further 
changed  to  indicate  that  a  replacement 
deposit  shall  be  made  in  any  acceptable 
depository  under  §  1.202(a).  The  Office 
believes  that  where  a  replacement  is 
necessary,  the  depositor  should  be  free 
to  make  a  replacement  in  any 
acceptable  depository  even  through  a 
new  depository  may  consider  it  to  be  a 
new  deposit. 

Section  1.204(b)  has  been  changed  by 
adding  the  term  “if  applicable”  after 
"viability  test.”  Where  the  biological 
material  deposited  is  of  a  material  not 
capable  of  self-replication,  a  viability 
test  clearly  would  not  apply.  It  is  the 
current  position  of  the  Office  that  a 
material  that  cannot  be  replicated 
directly  or  indirectly  cannot  form  a 
proper  basis  for  a  deposit  of  biological 
material,  but  that  is  an  issue  of 
substantive  patent  law  not  addressed  by 
these  proposed  rules. 

Section  1.204(b)  has  been  further 
changed  by  rearranging  the  first 
sentence  thereof  to  clarify  that 
notification  to  the  Office  of  a 
replacement  deposit  is  to  be  made  in 
each  affected  application  or  patent.  The 
penultimate  sentence  of  §  1.204(b)  has 
been  changed  by  replacing  the  term  “the 
original  deposit”  with  “that  originally 
deposited”  to  make  it  clear  that  the 
replacement  deposit  is  to  be  the  same  as 
the  original  deposit,  as  deposited. 

Section  1.204(b)  has  been  further 
changed  to  distinguish  between  the  type 


of  statement  which  must  be  furnished  in 
connection  with  a  replacement  deposit 
in  a  pending  application  vis-a-vis  a 
patent.  If  in  a  pending  application,  the 
statement  shall  state  that  the  biological 
material  which  is  deposited  as  a 
replacement  is  the  same  biological 
material  described  in  the  application  as 
filed.  If  in  a  patent,  the  statement  shall 
state  that  the  replacement  deposit  is 
identical  to  that  originally  deposited. 

The  statement  must  be  verified  by  a 
person  in  a  position  to  corroborate  the 
kets  listed  in  the  statement  except 
where  the  person  is  an  attorney  or  agent 
registered  to  practice  before  the  Office, 
in  which  case  the  statement  need  not  be 
verified. 

Section  1.204(c)  has  been  changed  by 
replacing  the  term  “three  months  after 
learning  or  after  receiving  written  notice 
from  a  depository  that  a  replacement 
deposit  is  needed”  with  “the  time 
required  in  this  section.” 

Section  1.204(d)  has  been  clarified  by 
changing  “replaced  sample”  to 
“replacement  deposit.”  Also,  the  term 
“application  or”  has  been  deleted  since 
its  continued  presence  would  be 
inconsistent  with  other  changes  in 
§  1.204  as  published  in  the  advance 
notice. 

A  new  paragraph  (e)  to  §  1.204  as 
published  in  the  advance  notice  is 
proposed  to  be  added  to  indicate  that  in 
a  pending  application,  the  time  for 
making  a  replacement  deposit  is  the 
same  as  the  time  for  making  an  original 
deposit,  that  the  applicant  shall 
promptly  notify  the  Office  after 
receiving  notice  that  the  depository 
possessing  the  original  deposit  cannot 
furnish  samples  for  any  reason,  and  that 
a  replacement  deposit  can  be  made  for 
any  reason. 

A  new  paragraph  (f)  to  §  1.204  as 
published  in  the  advance  notice  is 
proposed  to  be  added  to  indicate  that  a 
replacement  deposit  is  imnecessary 
where  the  biological  material,  in 
accordance  with  proposed  §  1.201(b), 
need  not  be  deposited. 

A  new  paragraph  (g)  to  §  1.204  as 
published  in  the  advance  notice  is 
proposed  to  be  added  to  indicate  that  no 
replacement  deposit  of  the  biological 
material  is  necessary  where  a  viable 
deposit  is  in  the  depository  but  the 
depository,  for  national  security,  health 
or  environmental  safety  reasons,  is 
unable  to  provide  samples  to  requesters 
outside  of  the  jurisdiction  where  the 
depository  is  located. 

A  new  paragraph  (h)  to  §  1.204  as 
published  in  the  advance  notice  is 
proposed  to  be  added  to  indicate  that  a 
viable  deposit  may  not  be  replaced  in  a 
patent  where  the  depository  can  furnish 
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samples  but  that  nothing  in  the 
regulations  is  intended  to  prohibit  a 
patentee  from  making  an  additional 
deposit  of  a  biological  material  where 
an  earlier  deposit,  otherwise  viable,  has 
become  contaminated  or  has  lost  its 
capability  to  function  as  described  in 
the  specification.  A  viable  deposit, 
relied  on  for  patent  purposes,  even 
though  contaminated  or  no  longer 
capable  of  functioning  as  described  in 
the  specification,  would  provide  the  best 
evidence  of  whatever  it  was  that  was 
originally  deposited  and  should  be 
preserved. 

Section  1.206  as  published  in  the 
advance  notice  has  been  changed  to 
indicate  that  viability  is  only  relevant  to 
biological  materials  that  are  capable  of 
self-replication  either  directly  or 
indirectly. 

Paragraph  (a)  of  §  1.206  has  been 
changed  by  inserting,  after  the  term 
“biological  material,"  the  term  “that  is 
capable  of  self-replication  either  directly 
or  indirectly.”  The  term  “relative  to”  in 
the  last  sentence  of  paragraph  (a)  has 
been  changed  to  “regarding.” 

Paragraph  (b]  of  S  1.206  has  been 
changed  by  inserting,  after  the  term  “for 
each  deposit,”  the  term  “of  a  biological 
material  defined  in  paragraph  (a)  of  this 
section.”  In  both  paragraphs  (b)(l}  and 
(b)(2),  an  editorial  change  has  been 
made  by  changing  “Name”  to  “The 
name.” 

Paragraph  (c)  of  S  1.206  has  been 
changed  by  replacing  “§§  1.202(a)  or 
(b)”  with  “§  1.202(a)”  to  be  consistent 
with  proposed  §  1.202. 

Section  1.207  as  published  in  the 
advance  notice  has  been  changed  by 
indicating  that  certain  requirements 
which  a  depositor  may  impose  before 
samples  of  a  deposited  biological 
material  shall  be  furnished  by  a 
depository  are  permissible  under  the 
rules. 

Paragraphs  (a)  and  (b)  of  §  1.207  as 
published  in  the  advance  notice,  with 
modification,  are  now  subparagraphs  (1) 
and  (2),  respectively,  under  paragraph 
(a).  Subparagraph  (2)  states  that 
removal  of  restrictions  on  the 
availability  of  the  deposited  material 
upon  the  granting  of  the  patent  are 
subject  to  paragraphs  (b)  and  (c). 
Paragraph  (c)  as  it  appeared  in  ^e 
advance  notice  is  now  new  paragraph 
(d). 

A  new  paragraph  (b)  to  §  1.207  is 
proposed  to  be  added  which  is 
patterned  after  Rules  11.4  (c),  (e)  and  (g) 
of  the  Budapest  Treaty.  Paragraph  (b) 
permits  the  depositor  to  contract  with 
the  depository  to  require  fiiat  samples  of 
a  deposited  biological  material  shall  be 
furnished  only  if  a  request  for  a  sample, 
made  during  the  term  of  the  patent,  is  in 


writing,  signed  and  dated;  contains  the 
name  and  address  of  the  requesting 
party  and  the  accession  number  of  the 
deposit;  and  is  communicated  in  writing 
by  the  depository  to  the  depositor  along 
with  a  copy  of  the  request,  the  date  on 
which  the  sample  was  furnished,  and 
the  name  and  address  of  the  party  to 
whom  the  sample  was  furnished. 

A  new  paragraph  (c)  to  §  1.207  is 
proposed  to  be  added  which  permits  the 
depositor  to  require  that  samples  of  a 
deposited  biological  material  shall  be 
furnished  only  if  the  requesting  party 
has  agreed  in  writing,  not  to  make  the 
deposited  biological  material  or  any 
biological  material  derived  therefrom 
available  during  the  term  of  the  patent 
to  any  third  party  without  the  written 
permission  of  the  depositor,  and  to 
assume  the  burden  of  proof  concerning 
compliance  with  the  agreement.  With 
the  exception  of  the  Commissioner  and 
an  acceptable  depository  imder  §  1.202 
in  which  the  requesting  party  has  made 
a  new  deposit  for  patent  purposes  of  the 
deposited  biological  material  or  any 
biological  material  derived  therefi^m, 
any  person  or  entity  other  than  the 
requesting  party  and  the  depositor  shall 
be  deemed  to  be  a  third  party  under  this 
paragraph.  For  the  purposes  of  this 
paragraph,  any  biological  material  shall 
be  deemed  to  be  derived  from  the 
deposited  biological  material  if  it  is 
replicated  fi'om,  or  would  not  have  been 
produced  but  for  access  to,  the 
deposited  biological  material,  provided 
that  the  derived  matter  still  exhibits  the 
essential  characteristics  of  the  deposited 
biological  material. 

Both  the  Commissioner  and  an 
acceptable  depository  under  §  1.202  in 
which  the  requester  has  made  a  deposit 
for  patent  purposes  are  excepted  fiijm 
the  scope  of  the  term  "third  peu^”  in 
order  not  to  discourage  innovation. 
Without  the  exception,  a  requesting 
party  could  not  obtain  a  patent  on  some 
inventions  without  either  written 
permission  of  the  depositor  or  violating 
the  agreement  under  which  the  deposit 
was  obtained. 

The  term  “essential  characteristics"  in 
the  proviso  is  intended  to  mean  those 
characteristics  of  the  deposited 
biological  material  which  are  necessary 
to  the  practical  utility  of  the  deposited 
materials  for  any  purpose — ^not  simply 
those  that  may  be  necessary  to  the 
utility  of  the  invention  defined  in  one  or 
more  patents  relying  on  the  deposit  for 
patent  pmposes.  T)^  definition  has 
been  adopted  to  provide  some  measure 
of  protection  to  the  depositor  beyond  the 
specific  structure,  utilities,  properties,  or 
fimctions  that  are  described  in  the 
patent(s).  yet  are  nevertheless 
inherently  characteristic  of  the 


deposited  material.  The  definition  would 
include  mutations  and  biological 
fragments  that  would  be  embraced  by 
the  doctrine  of  equivalents — performing 
substantially  the  same  function  in 
substantially  the  same  way  to  produce 
substantially  the  same  result.  The 
definition  would  also  include  both 
obvious  and  nonobvious  modifications 
of  the  deposited  material  so  long  as  they 
possessed  the  essential  characteristics 
of  the  deposited  material,  even  if  not 
known  to  the  depositor.  While  the 
discovery  of  unrecognized  functions  and 
properties  is  to  be  encouraged,  the 
discovery  would  not  have  taken  place 
but  for  access  to  the  deposited  material. 
Nevertheless,  without  the  proviso  as 
part  of  the  rule,  the  search  for  new 
discoveries  based  on  the  deposited 
material  may  be  discouraged.  The  Office 
is  seeking  to  maintain  some  balance 
between  the  interests  of  the  patentee  in 
monitoring  the  names  of  those  who  have 
gained  access  to  the  deposited  material 
during  the  life  of  the  patent,  on  the  one 
hand,  and  the  interest  in  promoting 
progress  in  the  useful  arts,  on  the  other 
hand.  It  is  recognized  that  this  effort  to 
define  an  appropriate  scope  for  this 
undertaking  may  not  meet  with 
unanimous  approval.  Alternative 
approaches  and  suggestions  for  an 
appropriate  definition  are  solicited  and 
will  be  considered. 

As  an  illustration  of  the  scope  of 
proposed  §  1.207(c),  consider  the 
following  hypothetical: 

Gene  A  and  gene  B  are  genes  located  near 
to  one  another  on  the  same  chromosome  in  a 
eukaryote.  Genes  A  and  B  do  not  overlap  one 
another.  Gene  A  is  molecularly  cloned  and  is 
the  subject  of  a  deposit  for  patent  purposes 
as  a  DNA  insert  in  vector  V,  a  plasmid.  The 
hybrid  vector  is  designated  as  pVA.  Vector  V 
is  a  well-known  and  publicly  available 
vector. 

In  each  of  the  situations  1-3  (but  not 
situation  4),  it  has  been  assumed  that 
each  of  the  derived  materials  will 
possess  the  essential  characteristics  of 
the  deposited  plasmid. 

Situation  1:  Requestor  R  receives  fi'om 
a  depository  the  plasmid  pVA.  R  must 
receive  written  permission  fiom  the 
patentee  to  distribute  pVA  to  a  third 
party. 

Situation  2:  Requestor  R  receives  fiom 
a  depository  the  plasmid  pVA  and 
modifies  pVA  in  region  A  (the  insert)  in 
an  obvious  (within  the  meaning  of  35 
U.S.C.  103)  manner  to  produce  pVAO.  R 
must  receive  written  permission  fiom 
the  patentee  to  distribute  pVAO  to  a 
third  party. 

Situation  3:  Requestor  R  receives  fiom 
a  depository  the  plasmid  pVA  and 
modifies  pVA  in  an  unobvious  (within 
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the  meaning  of  35  U.S.C.  103]  manner  to 
produce  pVAU.  R  must  receive  written 
permission  horn  the  patentee  to 
distribute  the  plasmid  pVAU  to  a  third 
party,  except  that  R  could  file  a  patent 
application  on  pVAU  and  deposit  pVAU 
in  a  depository  for  patent  purposes 
without  written  permission  from  the 
patentee. 

Situation  4:  Requestor  R  receives  from 
a  depository  the  plasmid  pVA  and  uses 
the  insert  A  in  pVA  as  a  hybridization 
probe  to  isolate  genomic  DNA  from  the 
same  eukaryotic  species  from  which 
gene  A  was  isolated.  Insert  A  is  the 
original  probe  used  to  "walk”  down  the 
chromosome  on  which  gene  B  is 
discovered.  Gene  B  is  unrelated,  except 
by  chromosomal  linkage,  to  gene  A. 

Gene  B  when  inserted  into  a  vector  is 
patentable.  Gene  B  could  not  have  been 
isolated  any  other  way  than  that 
described  here.  Gene  B  is  then  inserted 
into  vector  V  to  create  the  patentable 
plasmid  pVB.  R  need  not  receive  written 
permission  from  patentee  to  distribute 
pVB  to  a  third  party,  and  R  could  file  a 
patent  application  on  pVB  and  deposit 
pVB  in  a  depository  for  patent  purposes 
without  written  permission  from  the 
patentee. 

This  proposed  constraint  on  access  to 
the  deposited  material  after  the  patent 
issues  does  not  restrict  access  to  the 
material  to  any  person  to  whom  the 
patent  disclosure  is  addressed,  and 
provides  an  undertaking  by  one 
requesting  access  which  is  an 
appropriate  aid,  given  the  nature  of 
biological  material,  to  assist  the  patent 
owner  in  the  protection  of  property 
rights  under  the  patent  grant.  To  comply 
with  the  provision  as  proposed,  the 
requesting  party  could  present  a  written 
request  for  a  sample  to  the  depository 
containing  the  information  and 
agreement  required  by  proposed 
paragraphs  (b)  and  (c)  of  §  1.207. 

The  Office  solicited  comments  in  the 
advance  notice  of  proposed  rulemaking 
on  the  advisability  of  and  rationale  for 
seeking  a  provision  in  the  law  that 
would  permit  the  type  of  restrictions  on 
access  to  a  deposit  after  the  patent 
issues  that  were  recommended  in  the 
April  8, 1987,  World  Intellectual 
Property  Organization  (WIPO)  report  on 
the  Industrial  Property  Protection  of 
Biotechnological  Inventions.  Most 
comments  received  were  in  favor  of  the 
recommended  restrictions,  but  very  few 
provided  any  thoughtful  analysis  of  why 
such  restrictions  are  advisable  or 
appropriate.  Accordingly,  except  as 
noted  in  proposed  §§  1.207  (b)  and  (c), 
the  recommendations  made  in  the  WIPO 
report  are  not  being  incorporated  into 


the  text  of  the  rules  proposed  at  this 
time. 

The  recommendations  in  the  WIPO 
report  which  are  not  being  incorporated 
at  this  time  are  those  (1)  to  use  the 
biological  material  only  for 
experimental  purposes  concerning  the 
invention,  and  (2)  not  to  export  the 
biological  material  except  to  a  country 
for  which  a  relevant  patent  has  been 
granted.  Although  these 
recommendations  are  not  being  included 
in  the  proposed  rules,  the  Office  may 
include  them  in  the  final  rules  if  the 
public  response  provides  a  justification 
and  rationale  for  departing  from  present 
policy  and  practice. 

It  is  not  clear  precisely  what  the  scope 
of  permissible  use  is  of  a  patented 
invention  during  the  term  of  the  patent 
Mere  use  of  a  patented  product  or 
process,  even  for  purposes  of  personal 
convenience,  ordinarily  constitutes 
infringement.  Aro  Mfg.  Co.  v. 

Convertible  Top  Co.,  377  U.S.  476  (1964). 
There  is  a  line  of  authority  which 
indicates  that  a  person  who  makes  and 
uses  a  patented  product  does  not 
infringe  if  the  use  is  for  purposes  of 
research  or  experimentation  and  not  for 
profit.  Cheste^ield  v.  U.S.,  159  F.Supp. 
371, 116  USPQ  445  (Ct.  Cl.  1958).  The  so- 
called  experimental  use  exception  is 
discussed  in  detail  in  Roche  Products, 
Inc.  V.  Bolar  Pharmaceutical  Co.,  733 
F.2d  858,  221  USPQ  937  (Fed.  Cir.  1984). 

If  the  recommendation  was  intended  to 
define  the  limits  of  permissible  use 
which  are  consistent  with  the  right  to 
exclude  others  under  the  patent  law  (35 
U.S.C.  154),  then  there  would  be  no  need 
for  the  requester  to  undertake  not  to  do 
anything  other  than  that  which  is 
permitted  by  law,  for  the  requester 
would  already  be  bound  by  the  law.  It 
can  also  be  argued  that  under  existing 
law  a  person  could  infringe  and 
challenge  the  validity  of  the  patent,  but 
the  sample  could  not  be  used  if  the 
person  independently  undertook  not  to 
use  the  deposited  material  for  other  than 
experimental  purposes.  If  the 
recommendation  was  designed  to 
regulate  a  broader  scope  of  activity  than 
is  permitted  by  law,  the  Commissioner  is 
without  legal  authority  to  propose  such 
a  regulation  (35  U.S.C.  6).  Moreover,  it  is 
not  clear  that  the  Commissioner  has  the 
legal  authority  to  regulate  a  requester’s 
own  use  of  deposited  biological  material 
which  is  not  patented.  For  example,  it  is 
not  clear  that  the  Commissioner  could 
propose  a  rule  regulating  a  requester’s 
own  use  of  an  unpatented  hybridoma 
which  was  deposited  for  patent 
purposes  to  comply  with  35  U.S.C.  112  to 
support  claims  to  a  monoclonal 
antibody  produced  therefrom.  Nor  does 


the  Commissioner  have  the  legal 
authority  to  regulate  activity  which  may 
occur  outside  the  territorial  limits  of  the 
United  States. 

Further  comment  is  solicited  on  the 
advisability  of  and  necessity  for 
adopting  a  regulation  to  limit  a 
requester’s  use  to  experimental 
purposes.  Specific  suggestions  are 
requested  as  to  how  to  draft  a  regulation 
which  both  accomplishes  the  intended 
purpose  and  is  not  inconsistent  with 
law. 

The  recommendation  relating  to  the 
prohibition  of  exporting  the  biological 
material  raises  issues  of  international 
comity  and  requires  consideration  of  a 
broader  spectrum  of  international 
harmonization  issues.  The  Budapest 
Treaty  (Article  5]  provides  that 
restrictions  on  exports  and  imports  of 
microorganisms  should  apply  only 
where  the  restriction  is  necessary  in 
view  of  national  security  or  the  dangers 
to  health  or  the  environment.  A  concern 
is  what  the  over-all  economic  effect 
would  be  on  the  United  States  if  other 
coimtries  adopted  regulations  on 
prohibition  of  exports  similar  to  the 
WIPO  recommendation.  The  Office  is 
well  aware  of  the  probability  that 
samples  of  a  deposited  biological 
material  could  be  exported  from  the 
United  States  to  a  country  where  the 
invention  could  be  practiced  without 
infringement  or  compensation  to  the 
patent  owner,  with  the  possibility  of 
supplying  a  significant  portion  of  the 
world  market.  While  such  an  event 
would  be  manifestly  unfair  to  the  patent 
owner,  the  question  remains  as  to  the 
most  effective  way  to  prevent  this 
inequity  while  preserving  a  role  of  the 
patent  system  in  disseminating 
infonnation  on  how  to  make  and  use  an 
invention  once  the  patent  is  granted. 

Another  issue  that  is  raised  by  the 
export  constraint  is  the  authority  of  the 
Commissioner  to  implement  such  a 
change  by  regulation.  A  deposit  is,  after 
all,  an  integral  part  of  the  enabling 
disclosure  of  the  patent  grant  with 
which  it  is  associated  yet  there  is  no 
restriction  placed  on  the  sale  or  export 
of  any  other  patent  document  or  the 
enabling  disclosure  contained  therein  to 
coimtries  foreign  to  the  United  States. 
While  it  is  recognized  that  there  may  be 
much  more  technical  know-how 
associated  with  a  sample  of  a  deposited 
biological  material  than  with  a  tj^ical 
patent  disclosure,  the  amount  of 
information  required  to  practice  any 
invention  on  a  commercial  scale  is 
partly  dependent  on  the  technical 
simplicity  of  the  invention.  Further,  if 
the  United  States  now  thinks  that  such  a 
restriction  is  in  its  best  interest,  it  would 
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provide  encouragement  to  other 
countries  to  adopt  similar  restrictions 
and  retain  exclusions  from  patentable 
subject  matter,  for  example,  that  the 
United  States  has  been  encouraging 
other  countries  to  remove.  To 
unilaterally  adopt  such  a  policy  may  not 
be  in  the  long  term  interests  of  the 
United  States. 

Further  comment  is  solicited,  with 
particular  consideration  of  international 
implications,  on  the  advisability  of 
adopting  a  regulation  to  limit  a 
requester’s  ability  to  export  the 
biological  material  and  whether  such  a 
regulation  could  be  promulgated  under 
existing  law.  Specibc  suggestions  are 
requested  as  to  how  to  draft  a  regulation 
which  both  accomplishes  the  intended 
purpose  and  is  not  inconsistent  with 
law. 

Section  1.208(a)  as  published  in  the 
advance  notice  has  been  changed  by 
inserting  the  term  “pursuant  to  37  CFR 
1.104”  after  “determine"  in  the  first 
sentence  thereof  to  make  it  clear  that 
the  examiner’s  detennination  regarding 
any  deposit  issues  is  part  of,  and  not 
separate  from,  the  examination  process. 
The  second  sentence  of  paragraph  (a) 
has  been  changed  to  indicate  that  a 
deposit  in  any  acceptable  depository 
under  §  1.202(a)  shall  be  accepted  for 
patent  purposes  if  made  under 
conditions  complying  with  §  1.207(a). 

The  sentence  as  published  in  the 
advance  notice  limited  the  applicable 
depositories  to  International  Depositary 
Authorities  (IDAs).  The  third  sentence  of 
paragraph  (a)  has  been  changed  by 
inserting  the  term  “or  replaced”  after  the 
term  “has  not  been  made"  to  be 
consistent  with  the  changes  made  in 
proposed  §  1.204  on  replacement 
deposits. 

Section  1.208(b)(1)  has  been  changed 
by  inserting  the  term  “original  or 
replacement”  after  the  Hrst  appearance 
of  the  term  “acceptable"  to  be 
consistent  with  the  changes  made  in 
proposed  §  1.204  on  replacement 
deposits. 

Response  to  and  Analysis  of  Comments 

Written  comments  from  twenty  (20) 
sources  were  timely  received  in 
response  to  the  advance  notice.  Some 
suggestions  made  in  comments  have 
been  adopted  as  presented  or  in 
modified  form  and  others  have  not  been 
adopted.  A  detailed  analysis  of  the 
comments  follows. 

Comment  Three  comments 
questioned  the  wisdom  of  rules  on 
deposit  requirements  at  this  time  in 
view  of  the  ongoing  evolution  in  the 
biotechnology  arts,  changing  ideas 
about  deposit  requirements,  and  a 
dearth  of  case  law  on  the  subject. 


Suggestions  were  made  that  the 
proposed  rules  instead  be  incorporated 
as  guidelines  in  M.P.E.P.  §608.01(p)C. 

Response:  Issues  surrounding  deposits 
of  biological  materials  vis-a-vis  patent 
applications  have  existed  for  a  long 
time.  See,  e.g..  Ex  parte  Kropp,  143 
USPQ  148  (Bd.  Pat.  App.  1959).  The 
Office  believes  that  a  sufficient  number 
of  issues  have  been  decided  to  warrant 
the  promulgation  of  regulations  at  this 
time  as  that  applicants  for  patent  will 
have  more  certainty  about  what  the 
Office  will  require  in  the  area  of 
deposits.  The  proposed  rules  are 
designed  to  address  procedural 
requirements  for  the  deposit  of 
biological  materials  for  patent  purposes 
while  preserving  flexibility  to 
accommodate  changes  in  substantive 
law  in  relation  to  deposits. 

Comment  The  proposed  rules  would 
trap  Americans  into  losing  Paris 
Convention  rights  in  Japan.  The  reforms 
incorporated  by  the  niles  should  be 
introduced  in  the  context  of  discussions 
on  the  Budapest  Treaty  or  on  a  bilateral 
basis  with  Japan. 

Response:  The  promulgation  of  rules 
to  administer  deposit  practice  in  the 
United  States  will  not  have  any 
necessary  extraterritorial  effect  outside 
the  United  States.  Applicants  for  patents 
in  foreign  countries  seeking  priority 
based  on  an  earlier  filed  United  States 
application  need  to  be  aware,  however, 
that  failure  to  make  a  deposit  as  of  the 
U.S.  filing  date  may  preclude  the  sought 
after  priority. 

Comment  The  deposit  requirement 
should  not  be  limited  to  biotechnological 
inventions  but  include  other  arts  which 
require  the  use  of  materials  which  are 
not  known  and  readily  available. 

Response:  The  suggestion  is  not  being 
adopted.  No  other  arts  are  known,  nor 
were  any  suggested,  where  words  alone 
may  be  incapable  of  describing  an 
invention  sufficiently  to  enable  one 
skilled  in  the  art  to  make  and  use  it  in  a 
reproducible  manner.  Notwithstanding 
the  proposed  rules  on  deposits,  35  U.S.C. 
114  provides  that  an  applicant  may  be 
required  to  furnish  a  model  to  exhibit 
the  invention  or,  in  the  case  of  a 
composition  of  matter,  specimens  or 
ingredients  for  the  purpose  of  inspection 
or  experiment. 

Comment  More  experience  and 
judicial  decisions  are  needed  to 
determine  what  should  be  deposited. 

The  limitation  in  §  1.200  to  materials 
that  are  capable  of  self-replication  is  too 
narrow.  It  should  include  material  that 
is  essential  for  replication,  such  as 
sperm  cells,  eggs  and  pollen.  It  should 
also  include  other  materials,  such  as 
monoclonal  antibodies,  so  long  as  the 
material  deposited  results  in  satisfaction 


of  the  “how  to  make"  requirement  of  35 
U.S.C.  112.  For  example,  suppose  an 
inventor  invents  and  claims  a  novel 
monoclonal  antibody,  places  the  source 
hybridoma  at  an  accepted  depository 
with  the  condition  that  the  depository 
will  make  the  monoclonal  antibody 
readily  available  upon  issuance  of  the 
patent  but  that  the  hybridoma  will 
remain  secret,  except  to  both  the 
Commissioner  of  Patents  and 
Trademarks  at  any  time  and  the  public 
once  the  patent  expires.  This  situation  is 
analogous  to  In  re  Metcalfe,  410  F.2d 
1378, 161  USPQ  789  (CCPA  1969),  In  the 
above  example,  the  proposed 
enablement  scheme  should  be  sufiicient 
to  comply  with  the  "how  to  make” 
requirement  of  35  U.S.C.  112.  Another 
comment  suggested  that  proteins  and 
en23mies,  where  their  structures  have 
not  been  characterized,  should  not  be 
excluded  from  materials  deposited  by 
deposit-of  the  “host  cell  capable  of 
reproducing  the  non-living  material." 

Response:  Biological  material 
continues  to  be  defined  in  proposed 
§  1.200  in  terms  of  a  non-exhaustive  list 
of  what  it  includes.  The  last  sentence  of 
§  1.200  has  been  deleted  so  that  the 
definition  of  biological  material  for 
purposes  of  these  regulations  no  longer 
explicitly  excludes  certain  materials.  35 
U.S.C.  112  requires  that  a  person  skilled 
in  the  art  be  enabled  to  make  and  use  a 
claimed  invention.  The  Office  does  not 
contemplate  that  there  would  be  many 
situations  where  a  material  that  is  not 
capable  of  self-replication  either  directly 
or  indirectly  would  be  acceptable  as  a 
deposit  under  these  regulations.  An 
applicant  is  not  precluded,  however,  in 
any  given  case  from  attempting  to  show 
why  such  a  material  should  be 
acceptable.  Although  the  Office  is  of  the 
view  that  the  deposit  scheme  outlined  in 
the  comment  does  not  satisfy  the  “how 
to  make”  requirement  of  35  U.S.C.  112, 
the  proposed  rules  are  flexible  enough  to 
accommodate  either  decision  on  this 
substantive  issue.  The  proposed  rules 
are  intended  to  address  procedural 
requirements  rather  than  substantive 
issues  relating  to  deposits. 

Comment  Viruses  should  be  included 
in  the  second  sentence  of  §  1.200  as  well 
as  in  the  third  sentence. 

Response:  This  section  has  been 
modified.  Viruses  are  now  listed  among 
representative  examples  of  biological 
materials  which  may  be  deposited  either 
directly  or  indirectly.  This  is  being  done 
to  make  it  clear  that  the  examples  of 
biological  materials  listefl'-m  the  second 
and  third  sentences  of  §  1.200  are  not 
necessarily  mutually  exclusive. 

Comment:  In  response  to  a  solicitation 
for  comments  on  the  question  of 


Federal  Register  /  Vol.  53,  No.  194/  Thursday,  October  6,  1988  /  Proposed  Rules 


39425 


whether  the  Office  should  consider 
requiring  a  deposit  of  plants  in 
appropriate  circumstances  where  it  is 
clear  that  a  deposit  is  possible  and  is 
necessary  to  complete  the  description  of 
an  invention  under  35  U.S.C.  162,  first 
paragraph,  it  was  suggested  that  a 
deposit  requirement  not  be  extended  to 
plant  patents  because  it  has  not  been 
shown  that  the  absence  of  a  requirement 
has  been  unsatisfactory.  Others 
suggested  such  an  extension  is 
appropriate  provided  depositories 
existed  for  the  particular  plant  material 
or  depositories  were  available  at  a  price 
which  small  breeders  could  afford. 

Response:  The  Office  does  not  intend 
to  propose  rules  on  deposits  imder  the 
Plant  Patent  Act  (35  U.S.C.  161-164)  at 
this  time,  nor  will  the  Office  take  the 
position  that  a  deposit  is  required  under 
the  present  provisions  of  35  U.S.C.  162. 

Comment:  In  response  to  a  solicitation 
for  comments  on  the  setting  of  an 
appropriate  minimum  number  of  seeds 
to  ensure  availability  of  the  seed 
through  the  enforceable  life  of  the 
patent,  it  was  suggested  that  the  Office 
not  try  to  set  a  minimum  requirement  for 
number  of  seeds  because  it  will  vary 
vyith  the  nature  of  the  invention.  The 
same  comment  went  on  to  suggest  that 
the  Department  of  Agriculture 
participate  in  resolving  questions 
concerning  plant  material  and  seed 
deposits. 

Response:  The  Office  does  not  intend 
to  propose  rules  quantifying  a  minimum 
number  of  seeds.  However,  the 
Department  of  Agriculture  requires  a 
deposit  of  2500  seeds  for  the  grant  of  a 
Plant  Variety  Protection  certificate.  The 
Office  will  consider  2500  to  be  a 
minimum  number  in  the  normal  case, 
but  will  provide  an  applicant  an 
opportunity  to  provide  justification  why 
a  lesser  number  would  be  suitable  under 
the  circumstances  of  a  particular  case. 
As  the  reproduction  of  seeds  will  often 
take  a  substantial  period  of  time,  the 
Office  will  require  a  number  that  is 
likely  to  satisfy  a  reasonable  demand 
for  samples. 

Comment:  The  advance  notice  stated 
that  if  a  hybrid  variety  is  claimed,  the 
Office  will  take  a  position  that  applicant 
must  deposit  the  parent  lines  of  the 
hybrid  variety  unless  applicant  is  able 
to  establish  that  propagation  of  the 
variety  can  be  achieved  by 
micropropagation  or  other  techniques 
from  the  hybridized  seed  or  plants 
grown  from  such  seed,  in  which  case, 
deposit  of  tlie  hybrid  seed  itself  would 
make  an  adequate  deposit.  In  response, 
it  was  suggested  that  if  the  hybrid  plant 
is  claimed,  deposit  of  the  hybrid  seed 
should  be  all  that  is  required  because  it 
will  produce  a  hybrid  plant.  The 


comment  goes  on  to  suggest  that  if  the 
hybrid  seed  is  claimed,  the  “how  to 
make”  requirement  is  satisfied  by 
depositing  the  parental  or  inbred  seed 
under  conditions  that  this  seed  will 
become  available  once  the  patent 
expires.  The  hybrid  seed  would  be 
publicly  available  fi:om  the  depository 
during  the  enforceable  life  of  the  patent 
under  this  arrangement. 

Response:  The  proposed  rules  are 
intended  to  address  procedural 
requirements  rather  than  substantive 
issues  relating  to  deposits.  Whether 
conditions  of  deposit  as  suggested  by 
the  comment  would  be  acceptable  will 
have  to  be  determined  on  a  case-by-case 
basis. 

Comment:  A  comment  from  Japan  was 
concerned  about  delay  due  to 
quarantine  and  inspection  procedures  in 
depositing  seeds  in  the  United  States 
because  there  are  no  Japanese 
depositories  for  seeds.  It  asked  for 
publication  of  procedures  governing  the 
deposit  of  seeds  in  a  U.S.  depository  by 
foreign  depositors. 

Response:  The  proposed  regulations 
are  intended  to  apply  equally  to  all 
applicants  regardless  of  country  of 
origin.  Where  delay  is  a  problem,  the 
regulations  provide  for  extensions  of 
time  under  37  CFR  1.136  in  appropriate 
cases.  Where  a  depository  does  not 
exist  to  accept  a  biological  material  that 
would  need  to  be  deposited  before  a 
patent  was  granted,  the  Office  would 
take  the  position  that  the  requirements 
of  35  U.S.C.  112  were  not  satisfied  for 
such  an  invention. 

Comment:  Several  comments  suggest 
that  the  rules  misinterpret  the  law,  such 
as  the  Lundak  decision  (723  F.2d  1216, 
227  USPQ  90  (Fed.  Cir.  1985)),  in  stating 
that  the  written  description  requirement 
of  35  U.S.C.  112,  not  otherwise  satisfied 
at  the  time  of  filing,  may  be  satisfied  by 
an  appropriate  deposit  after  the  filing 
date.  Nor  may  a  post-filing  deposit 
satisfy  the  best  mode  requirement  under 
the  principles  of  the  Gay  decision  (309 
F.2d  768, 135  USPQ  311  (CCPA 1962)).  It 
is  suggested  that  a  post-filing  deposit 
may  only  be  used  to  satisfy  the 
enablement  requirement  of  35  U.S.C. 

112. 

Response:  Section  1.201(a)  as 
published  in  the  advance  notice  has 
been  completely  rewritten  to  indicate 
that  where  a  claimed  invention  is,  or 
relies  on,  a  biological  material  which  is 
not  known  and  readily  available  to  the 
public  and  which  cannot  be  described  in 
writing  alone,  the  disclosure  may 
include  a  deposit  of  a  biological  material 
deposited  in  a  depository  and  under 
conditions  complying  with  these 
regulations.  The  proposed  rules  are 
intended  to  address  procedural 


requirements  rather  than  substantive 
issues  relating  to  deposits.  Thus,  where 
a  deposit  may  be  capable  of  meeting 
some  requirement  of  35  U.S.C.  112,  the 
rules  are  intended  to  prescribe 
conditions  under  which  the  deposit 
would  be  suitable.  The  rules  are  not 
intended  to  address  which  requirements 
of  35  U.S.C.  112  may  be  met  by  the 
making  of  deposits.  If  the  substantive 
law  is  that,  for  example,  the  written 
description  requirement  of  35  U.S.C.  112, 
not  otherwise  satisfied  at  the  time  of 
filing,  may  not  be  satisfied  by  a  post¬ 
filing  date  deposit  of  a  biological 
material,  such  a  deposit,  even  if  made  in 
accordance  with  these  rules,  would  not 
satisfy  the  statute. 

Comment:  Several  comments 
questioned  the  “known  and  readily 
available”  exception  to  the  requirement 
for  a  deposit.  One  comment  would 
delete  the  “known”  requirement  since  it 
is  not  clear  how  one  would  establish 
that  a  biological  material  is  known.  On 
the  other  hand,  another  comment 
suggested  that  the  “readily  available” 
requirement  be  deleted  because  it  is  not 
required  by  35  U.S.C.  112  and  the 
meaning  of  “readily”  is  uncertain  and 
would  be  subject  to  litigation. 

Response:  Tlie  suggestion  to  change 
the  term  “known  and  readily  available” 
is  not  being  adopted.  The  meaning  and 
intent  behind  the  use  of  the  term  was 
discussed  in  the  advance  notice.  The 
term  has  been  a  part  of  Office  policy 
and  practice  since  at  least  July  1971.  See 
M.P.E.P.  §  608.01(p)C  (3rd  ed.,  rev.  29). 
Whether  a  biological  material  is  “known 
and  readily  available”  will  continue  to 
be  decided  on  a  case-by-case  basis. 

Comment:  The  term  “in  a  reproducible 
manner”  in  §  1.201(b)  should  be  replaced 
with — without  imdue  experimentation — 
to  assure  the  same  standard  for 
enablement  regardless  of  whether 
biological  materials  are  involved. 

Response:  The  suggestion  is  being 
adopted.  If  invention-dependent 
biological  material  cannot  be  made  or 
isolated  in  a  reproducible  maimer,  then 
the  invention  necessarily  cannot  be 
practiced  without  undue 
experimentation. 

Comment:  The  term  “and  test”  in 
§  1.201(b)  should  be  deleted  since  it 
contradicts  the  premise  that  the 
biological  material  be  available  without 
restriction. 

Response:  The  suggestion  has  been 
rendered  moot  by  the  deletion  of  the 
second  sentence  of  §  1.201(b)  as 
published  in  the  advance  notice. 

Comment-  One  comment  suggested 
that  if  the  Office  intends  that  the 
applicant  be  independent  of  the 
depository,  then  the  term  “depositor”  in 


39426 


Federal  Register  /  Vol.  53,  No.  194/  Thursday,  October  6,  1988  /  Proposed  Rules 


§  1.202(b)(2)  as  published  in  the  advance 
notice  is  unclear  because  it  does  not 
exclude  the  situation  where  depositor 
and  depository  are  the  same,  such  as  a 
university  in  the  case  of  an  academic 
inventor.  Another  comment  suggested  a 
“rule  of  reason”  approach  with  respect 
to  suitability  requirements  for 
depositories  under  §  1.202.  For  example, 
in  some  cases,  such  as  with  universities, 
there  may  be  no  available  depository 
other  than  one  which  is  not  independent 
of  the  applicant  yet  the  depository  may 
meet  all  the  other  suitability  criteria. 

That  comment  suggests  the  use  of  the 
word  “should”  in  place  of  “must”  in 
§  1.202(b).  The  comment  suggests, 
alternatively,  to  amend  the  rule  to 
include  a  presumption  of  suitability. 

Response:  None  of  the  suggestions  £U‘e 
being  adopted.  The  term  “depositor”  is 
intended  to  include  the  party  on  whose 
behalf  the  deposit  is  made.  The 
rationale  of  the  Office  in  requiring  that  a 
depository,  if  not  an  International 
Depositary  Authority  (IDA),  be 
independent  of  the  depositor  was 
adequately  discussed  in  the  advance 
notice.  While  the  intent  of  the  Office  is 
that  once  the  patent  issues,  the  deposit 
be  beyond  the  control  of  any  party 
having  rights  in  the  patent,  the  Office 
believes  that  the  term  “depositor”  in 
§  1.202(b)(2)  as  published  in  the  advance 
notice  does  exclude  the  situation  where 
depositor  and  depository  are  the  same. 
Section  1.202(b)(2)  as  published  in  the 
advance  notice  is  now  proposed 
§  1.202(a)(ii)(2). 

Comment  The  meaning  of  “an 
expeditious  and  proper  manner”  in 
§  1.202(b)(6)  is  imclear. 

Response:  The  quoted  term  is 
considered  to  be  the  international  norm. 
Compare  Rule  2.3  of  the  Budapest 
Treaty.  Section  1.202(b)(6)  as  published 
in  the  advance  notice  is  now  proposed 
§  1.202(a)(ii)(6). 

Comment  A  procedure  should  be 
established  for  a  recognized  depository 
under  §  1.202(b)  to  extend  the  list  of 
kinds  of  biological  materials  accepted, 
analogous  to  Rule  3.3  of  the  Budapest 
Treaty. 

Response:  The  suggestion  has 
essentially  been  adopted  in  new 
proposed  §  1.202(d). 

Comment  One  comment  suggested 
that  §  1.203(a)  should  be  revised  to 
permit  depositing  up  imtil  the  time  the 
Notice  of  Allowance  and  Issue  Fee  is 
paid.  Another  comment  suggested  that  a 
sentence  be  added  at  the  end  of 
§  1.203(a)  indicating  that  the  mailing 
date  of  the  Notice  of  Allowance  and 
Issue  Fee  Due  will  be  brought  to  the 
applicant’s  attention  at  the  time  the 
request  for  deposit  is  made. 


Response:  The  comments  appear  to 
misconstrue  S  1.203(a)  as  published  in 
the  advance  notice,  which  stated  that  a 
requirement  for  a  deposit  by  the 
examiner  will  be  made  no  later  than  the 
date  the  Notice  of  Allowance  and  Issue 
Fee  Due  is  mailed.  The  language  in 
§  1.203(a)  has  been  rearranged  to  clarify 
this  statement.  The  due  date  for  making 
a  deposit  is  governed  by  §  1.208. 
Paragraph  (c)  thereof  permits  depositing 
up  until  the  time  the  issue  fee  is  paid 
and  beyond  if  an  appropriate  extension 
of  time  is  obtained.  Notwithstanding  the 
rules  on  time  of  making  a  deposit,  the 
rules  are  not  intended  to  supersede 
existing  Office  practice  for  withdrawing 
allowed  applications  fi'om  issue  when 
warranted. 

Comment  One  comment  questioned 
why  an  original  post-filing  deposit 
requires  a  verified  statement  imder 
§  1.203(b)  while  a  replacement  deposit 
under  §  1.204(b)  requires  only  a 
statement. 

Response:  The  rules  as  proposed 
require  a  verified  statement  when  either 
an  original  or  a  replacement  deposit  is 
made,  except  if  the  person  making  the 
statement  is  an  attorney  or  agent 
registered  to  practice  before  the  Office, 
in  which  case  the  statement  need  not  be 
verified. 

Comment  A  number  of  comments 
suggested  that  if  a  biological  matenal 
subsequent  to  filing  becomes  known  and 
readily  available  to  the  public,  there 
should  no  longer  be  a  requirement  to 
make,  maintain  or  replace  a  deposit  of 
it. 

Response:  The  suggestion  has  been 
adopted  with  respect  to  replacement 
deposits  in  new  proposed  §  1.204(f).  The 
rules  as  published  in  the  advance  notice 
and  as  proposed  do  not  require  an 
original  deposit  when  the  biological 
material  is  known  and  readily  available 
to  the  public. 

Comment  Since  even  an  original 
deposit  may  be  made  at  any  time  up  to 
the  time  specified  in  §  1.208(c),  it  can  be 
made  regardless  of  whether  an  earlier, 
same  or  different,  deposit  was  made  and 
became  nonviable.  llie  strict  time 
conditions  for  replacement  and  the 
consequences  that  follow  therefrom 
should  thus  not  apply  while  the 
application  is  still  pending. 

Response:  The  suggestion  has  been 
essentially  adopted  in  new  proposed 
§  1.204(e).  Paragraph  (e)  prescribes  the 
time  for  making  a  replacement  deposit 
while  a  patent  application  is  still 
pending  as  the  same  time  for  making  an 
original  deposit.  The  applicant  is 
required  to  promptly  notify  the  Office 
after  receiving  notice  that  the  depository 
cannot  furnish  samples  of  the  deposit 
for  any  reason.  A  replacement  deposit 


may  be  made  during  this  time  for  any 
reason,  including  where  the  original 
deposit  has  become  contaminated  or 
lost  its  disclosed  function.  Section 
1.204(b)  is  proposed  to  be  revised  to 
require  corroboration  that  the 
replacement  deposit  is  the  same  as  the 
biological  material  described  in  the 
specification. 

Comment  The  time  for  replacing  a 
deposit  under  §  1.204  should  be 
extendable  depending  upon  the 
situation,  such  as  where  there  is  a  need 
for  a  new  growing  season  to  replace 
plant  material. 

Response:  The  previous  comment  and 
response  addressed  the  question  of 
replacement  deposits  in  pending 
applications.  The  suggestion  has  been 
essentially  adopted  for  replacement 
deposits  after  the  patent  has  issued  in 
§  1.204(a).  Paragraph  (a)  is  proposed  to 
be  revised  by  allowing  for  an  extension 
of  time  and  by  subjecting  the  time 
requirement  for  making  a  replacement 
deposit  to  paragraphs  (e),  (f)  and  (g)  of 
§1.204.  Requests  for  extension  of  time 
shall  be  by  petition,  only  for  sufficient 
cause,  and  for  a  reasonable  time 
specified.  Any  request  for  such 
extension  must  be  filed  on  or  before  the 
day  on  which  action  is  due,  but  in  no 
case  will  the  mere  filing  of  the  request 
effect  any  extension. 

Comment:  Where  there  are  generic 
claims,  the  requirement  of  the  “same” 
biological  material  in  §  1.203(b)  and  the 
“identical”  biological  material  in 
§  1.204(b)  should  be  broadened  to 
include  biological  materials  falling 
within  the  scope  of  the  claims. 

Response:  While  an  application  is  still 
pending,  the  rules  as  proposed  require 
that  an  original  or  replacement  deposit 
be  the  same  as  the  biological  material 
described  in  the  application  as  filed.  In 
cases  where  there  is  more  than  one 
biological  material  described,  a  number 
less  than  all  of  them  may  be  required  to 
be  deposited  depending  upon  the  facts 
of  the  case.  The  question  of  whether  a 
post-filing  date  deposit  of  a  species 
described  generically  in  the  application 
as  filed  is  the  “same”  under  the  rules 
will  have  to  be  decided  on  a  case-by- 
case  basis.  There  may  be  cases  where  a 
post-filing  date  deposit,  while  the  same 
as  a  biological  material  described  in  the 
application  as  filed,  is  of  a  material 
different  from  that  of  the  original 
deposit  due  to  the  circumstances  of 
prosecution.  So  long  as  the  material(s) 
deposited  and  ultimately  relied  on  for 
purposes  of  satisfying  35  U.S.C.  112  are 
described  in  the  application  as  filed,  this 
requirement  of  the  rules  is  satisfied. 

Comment  Where  an  original, 
functional,  uncontaminated  deposit 
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loses  its  functionality  or  becomes 
contaminated,  replacement  should  be 
permitted  even  if  the  depository  could 
still  furnish  samples. 

Response:  Proposed  §  1.204(e)  permits 
replacement  deposits  during  pendency 
of  an  application  for  any  reason.  The 
suggestion  is  not  being  adopted  for 
already  issued  patents.  As  stated  in  the 
advance  notice,  the  best  evidence  of 
what  was  originally  deposited  should 
not  be  lost  through  destruction  or 
replacement  if  made  in  association  with 
an  existing  patent.  New  paragraph  (h)  of 
§  1.204  is  proposed  to  be  added  to 
indicate  that  while  a  patentee  may  not 
replace  a  viable  deposit  where  the 
depository  can  furnish  samples,  nothing 
in  these  regulations  is  intended  to 
prohibit  a  patentee  from  making  an 
additional  deposit  of  a  biological 
material  where  an  earlier  deposit  has 
become  contaminated  or  has  lost  its 
capability  to  function  as  described  in 
the  specification. 

Comment:  It  should  be  explicitly 
stated  in  §  1.204(a)  that  the  term  “for 
any  reason”  includes  loss  of  viability. 

Response:  The  suggestion  is  not  being 
adopted.  While  the  term  “for  any 
reason"  includes  loss  of  viability,  the 
Office  does  not  believe  it  needs  hmther 
explication  in  the  rule. 

Comment:  Under  §  1.204(a)(2),  if  a 
deposit  is  available  within  the 
jurisdiction  of  the  depository,  no 
replacement  deposit  should  be 
necessary.  This  is  so  since  if  the 
depositor  and  a  second  depository  are  in 
the  same  jurisdiction  as  the  original 
depository,  they  would  also  be  unable  to 
provide  samples  outside  of  the 
jurisdiction. 

Response:  The  suggestion  is  being 
essentially  adopted.  §  1.204(a)(2)  has 
been  deleted  and  new  §  1.204(g)  is 
proposed. 

Comment:  The  terms  “after  learning” 
and  “from  a  depository”  should  be 
deleted  from  §  1.204(c)  since  the  first 
term  is  ambiguous  and  unnecessary  and 
since  written  notice  from  anyone  should 
be  sufficient  that  a  replacement  deposit 
is  needed. 

Response:  The  language  objected  to 
does  not  appear  in  proposed  §  1.204(c). 

Comment:  Many  comments 
questioned  the  statutory  authority  to 
regulate  a  patentee's  conduct  after 
expiration  of  the  patent  under  S  1.205, 
even  under  the  guise  of  a  condition 
precedent.  A  si^ar  comment  suggested 
that  “beyond"  in  §  1.205  be  replaced 
with  “during."  One  comment  suggested 
that  it  is  not  clear  in  S  1.205  whether  the 
conditions  of  the  first  sentence  are  to  be 
taken  as  fulfilling  the  requirements  of 
the  second  sentence,  or  whether  the 
second  sentence  is  an  additional 


requirement.  The  comment  further 
suggested  that  it  is  unclear  from  the 
commentary  whether  there  are  different 
requirements  according  to  whether  a 
deposit  is  made  under  the  Budapest 
Treaty  or  not. 

Response:  These  issues  were 
addressed  in  the  advance  notice.  The 
Office  believes  it  is  appropriate  through 
rulemaking  to  assure  that  a  deposited 
biological  material  necessary  for 
practice  of  a  patented  invention  be 
available  without  significant  restriction 
after  expiration  of  the  patent  for  which 
the  deposit  was  made  by  putting  the 
burden  on  the  depositor.  The  term  of  the 
deposit  must  comply  with  the 
requirements  of  each  sentence  of 
§  1.205,  whether  or  not  the  deposit  is 
made  under  the  Budapest  Treaty. 

Comment:  If  a  depository  were 
permitted  to  maintain  a  deposit  as  it 
saw  fit,  based  on  demand  and  scientific 
interest,  it  would  meet  the  public 
interest  of  having  the  deposit  available 
after  the  patent  expires  and  at  the  same 
time,  avoid  placing  an  excessive  cost 
burden  on  the  shoulders  of  patentees. 

Response:  As  the  quid  pro  quo  for 
receiving  a  patent,  the  statute  requires  a 
patentee  to  provide  disclosure  sufficient 
to  enable  one  skilled  in  the  art  to  make 
or  use  the  invention.  The  statute  does 
not  provide  for  an  expiration  date  for 
enablement.  Section  1.205  as  proposed  is 
considered  to  be  a  reasonable 
compromise  between  a  patentee's 
obligation  to  provide  an  enabling 
disclosure  in  reasonably  permanent 
form  and  the  loss  of  exclusivity  upon  the 
expiration  of  the  patent.  It  is  the  statute 
which  governs  what  the  public  interest 
is.  A  depository  is  not  responsible  for 
the  public  interest  nor  would  a 
depository  want  this  responsibility. 
Moreover,  a  depository’s  control  over  a 
deposit  is  limited  by  the  contractual 
obligations  between  it  and  the 
depositor.  The  Office  cannot  compel  a 
depository  to  make  samples  of  a 
deposited  material  available  beyond  the 
term  of  deposit  if  the  depositor  has  not 
contracted  with  the  depository  to  do  so. 

Comment:  There  should  be  a 
provision  for  extending  the  term  of 
deposit  imder  §  1.205  by  petition  to  the 
Commissioner  in  extraordinary 
situations  and  specifying  under  what 
conditions  such  a  petition  will  be 
granted. 

Response:  It  is  assumed  that  diis 
comment  intended  for  a  third  party  to  be 
able  to  extend  the  term  of  deposit.  Hie 
term  of  deposit  is  a  contractual  matter 
between  the  depositor  and  the 
depository.  The  only  concern  of  the 
Office  thereover  is  that  the  term  of 
deposit  complies  with  the  rule. 


Comment’  In  response  to  a  solicitation 
for  comments  in  the  advance  notice  on 
the  advisability  of  and  rationale  for 
seeking  a  provision  in  the  law  that 
would  permit  the  type  of  restrictions  on 
access  to  a  deposit  after  the  patent 
issues  that  are  recommended  in  the 
April  8, 1987  WIPO  report  on  the 
Industrial  Property  Protection  of 
Biotechnological  Inventions,  every 
comment  which  took  a  position  on  the 
WIPO  recommendations  was  in  favor  of 
their  adoption.  Additionally,  it  was 
suggested,  for  deposits  whether  or  not 
under  the  Budapest  Treaty,  that  requests 
for  samples  be  in  writing,  signed  and 
dated,  contain  the  name  and  address  of 
the  requestor  and  the  accession  number 
of  the  deposit,  and  that  this  information 
be  communicated  in  writing,  along  with 
a  copy  of  the  request,  to  the  owner  of 
the  patent  by  the  depository,  as 
specified  in  Rules  11.4(c),  (e)  and  (g)  of 
the  Budapest  Treaty.  Other  comments 
were  that  requestors  hold  depositories 
and  patent  owners  harmless  regarding 
any  damage  caused  by  the  deposited 
material,  make  a  full  accounting  to 
patent  owners  of  their  uses  of  the 
deposited  material,  and  provide  proof 
that  they  have  complied  with  all 
restrictions  on  access  to  deposited 
material. 

Response:  The  Office  has  concluded 
that  its  position  expressed  in  the 
advance  notice  that  samples  of  a 
deposited  biological  material  be 
available  without  restriction  upon  the 
granting  of  a  patent  did  not  have  the 
flexibility  permitted  by  law  and  did  not 
adequately  protect  the  patent  owner. 
Given  the  unique  nature  of  deposit 
requirements  in  patent  jurisprudence 
and  their  value  in  practicing  the 
invention,  it  is  not  unreasonable  to 
allow  a  depositor  to  impose  some 
minimal  conditions  on  the  requesting 
party  in  the  obtaining  of  samples  from  a 
depository  during  the  patent  term  so 
long  as  the  conditions  do  not  interfere 
with  making  the  patent  disclosure  public 
and  do  not  effectively  restrict  the 
requesting  party's  access.  New  proposed 
§  1.207(b)  essentially  incorporates  the 
provisions  of  Rules  11.4(c),  (e)  and  (g)  of 
the  Budapest  Treaty.  New  proposed 
§  1.207(c)  incorporates  some  of  the 
recommendations  in  the  April  8. 1987 
WIPO  report.  Recommendations 
concerning  restrictions  to  experimental 
purposes  and  limiting  exports  need 
further  study  and  thus  are  not  being 
incorporated  into  the  text  of  the 
proposed  rules  at  this  time.  Suggestions 
that  requesting  parties  hold  depositories 
and  patent  owners  harmless  regarding 
any  damage  caused  by  the  deposited 
material,  make  a  full  accounting  to 
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patent  owners  of  their  uses  of  the 
deposited  material,  and  provide  proof 
that  they  have  complied  with  all 
restrictions  on  access  to  deposited 
material  are  not  being  adopted.  The 
Office  believes  such  additional 
requirements  are  not  justified  and  would 
also  be  excessively  burdensome  to 
administer. 

Comment;  Where  all  that  remains  to 
comply  with  35  U.S.C.  112  is  a  deposit, 

§  1.208(a)  should  specify  that  a 
provisional  rejection  be  made  under  35 
U.S.C.  112. 

Response:  The  suggestion  is  not  being 
adopted.  So  long  as  the  applicant  has 
not  made  an  acceptable  deposit  or 
assured  the  Office  that  an  acceptable 
deposit  will  be  made  within  the  required 
time,  the  claims  are  properly  rejected 
without  provision.  It  bears  emphasizing 
that  an  applicant’s  assurance  that  an 
acceptable  deposit  will  be  made  within 
the  required  time  must  include  a 
statement  as  to  precisely  what  will  be 
deposited  and  under  what  specific 
conditions  so  that  an  examiner  can 
readily  determine  whether  there  are  any 
outstanding  issues.  A  general  statement 
tracking  the  rule  that  an  “acceptable” 
deposit  will  be  made,  without  further 
description,  will  not  be  accepted  as  an 
appropriate  assurance  that  an 
acceptable  deposit  will  be  made. 

Comment:  The  requirement  in 
§  1.208(d)(3]  of  a  taxonomix  description 
of  a  deposit  may  be  unduly  burdensome 
in  some  situations,  such  as  where 
taxonomy  has  no  real  bearing  upon  the 
claims,  or  unnecessary  in  others,  such  as 
where  the  species  is  not  novel  or  the 
strain  is  novel  but  does  not  differ 
significantly  from  the  rest  of  the  species. 
The  same  comment  suggests  that  where 
required  by  an  examiner  and  where  a 
satisfactory  deposit  has  been  made,  a 
taxonomic  description  should  be 
permitted  to  be  added  after  filing 
without  it  being  considered  to  be  new 
matter,  since  it  is  inherent  in  the 
deposited  material. 

Response:  The  extent  to  which  a 
taxonomic  description  of  the  deposited 
material  is  required  will  depend  on  the 
facts  of  the  case.  It  must  be  sufHcient  for 
purposes  of  35  U.S.C.  112.  It  must  be 
sufficient  to  permit  verification  that 
deposited  biological  material  is  in  fact 
that  disclosed  (see,  for  example, 
proposed  §  1.203(b].]  It  must  be 
sufHcient  to  allow  for  a  reasonable 
examination  of  the  patent  application  so 
that  prior  art  may  be  properly 
distinguished.  Once  the  patent  issues,  it 
must  be  sufHcient  to  aid  in  the 
resolution  of  questions  of  infringement. 
Whether  the  addition  of  taxonomic 
description  information  after  filing  is 


permissible  will  also  depend  on  the 
facts  of  the  case. 

Comment:  Several  comments  from 
foreign  sources  appear  to  have 
interpreted  a  response  in  the 
commentary  in  the  advance  notice  to  the 
effect  that  applicants  may  not  be 
granted  foreign  priority  in  applications 
filed  in  the  United  States  if  they  fail  to 
make  a  deposit  in  a  permanent 
depository  acceptable  to  that  foreign 
country  before  the  U.S.  filing  date.  These 
comments  suggest  that  foreign  priority 
should  be  granted  so  long  as  a  deposit  is 
made  according  to  U.S.  rules. 

Response:  The  response  in  the 
advance  notice  correctly  stated  that 
applicants  may  not  be  granted  priority 
in  applications  filed  in  countries  foreign 
to  the  United  States  if  they  fail  to  make 
a  deposit  in  a  permanent  depository 
acceptable  to  that  foreign  coimtry  before 
the  filing  date  of  the  application  in  the 
United  States.  The  response  in  the 
advance  notice  did  not  state  that 
applicants  in  the  United  States  could  not 
obtain  the  benefit  of  the  filing  date  of  an 
earlier  foreign-filed  application  under  35 
U.S.C.  119  if  a  suitable  deposit  were  not 
made  before  the  U.S.  filing  date. 

Comment-  Another  comment  along  the 
same  lines  as  the  previous  comment 
appeared  to  suggest  that  it  is  not  clear  if 
foreign  priority  will  be  granted  in  view 
of  the  proscriptions  in  35  U.S.C.  104 
regarding  acts  in  a  foreign  country.  As  a 
corollary,  clarification  was  requested  as 
to  what  effect  35  U.S.C.  104  will  have  on 
the  proof  of  a  U.S.  invention  where  the 
deposit  was  made  in  a  foreign 
depository,  such  as  in  an  interference 
situation. 

Response:  The  proposed  rules  are 
intended  to  address  procedural 
requirements  rather  than  substantive 
issues  relating  to  deposits.  The  effects  of 
35  U.S.C.  104  vis-a-vis  deposits  in 
foreign  countries  are  deemed  to  be 
substantive. 

Comment  The  Office  has  been 
inconsistent  in  its  deposit  requirement 
practice.  For  example,  submission  of  a 
copy  of  a  contract  for  deposit  of  a 
sample  has  typically  been  considered 
insufficient  proof  of  existence  of  deposit. 
The  commentary  should  discuss 
elements  of  proving  that  a  deposit  has 
been  made  or  assuring  that  it  will  be 
made. 

Response:  Since  the  comment  did  not 
provide  any  examples,  it  is  unknown  to 
the  Office  to  what  extent,  if  any,  it  has 
been  inconsistent  with  respect  to  the 
quantum  of  proof  it  will  accept  of  the 
existence  of  a  suitable  deposit.  A  copy 
of  a  contract  should  always  be  accepted 
as  evidence  that  a  deposit  existed,  but 
the  contract  may  not  specify  all  the 


conditions  necessary  to  accept  the 
deposit  for  patent  purposes.  The  existing 
guidelines  as  they  appear  in  M.P.E.P. 
608.01 (p]C  state  that  a  copy  of  the 
contract  with  the  depository  may  be 
required.  Once  the  requirements  for 
deposits  are  finalized  and  rules  are  in 
place,  the  Office  intends  to  create  a  form 
with  which  any  necessary  proof  of  a 
suitable  deposit  may  be  submitted. 

Comment  One  comment  recognizes 
that  the  examiner  has  the  initial  burden 
of  giving  reasons  why  a  deposit  is 
required  and  suggests  that  an 
applicant’s  assertions  as  to  why  a 
deposit  is  not  required  should  be  taken 
at  face  value  absent  evidence  to  the 
contrary.  The  comment  then  goes  on  to 
suggest  that  certain  presumptions 
should  be  made  explicit.  For  example, 
an  examiner’s  opinion  about 
“unpredictability”  should  not  be 
sufficient  to  sustain  the  examiner’s 
burden  that  a  deposit  is  required.  The 
mere  fact  that  a  selection  technique  was 
used  in  the  process  of  making  a 
biological  material  should  not  create  a 
presumption  that  the  process  is  not 
reproducible.  An  opinion  of  an  expert  or 
that  experiments  have  confirmed 
reproducibility  should  suffice  to 
overcome  a  deposit  requirement. 

Response:  The  Office  does  not  believe 
that  it  is  feasible  to  set  rules  or 
guidelines  as  to  the  type  or  character  of 
proof  which  an  examiner  or  applicant 
must  present  to  meet  the  evidentiary 
burden  on  the  issue  of  the  necessity  of  a 
deposit.  This  is  a  substantive  law  issue 
which  is  highly  dependent  on  the  facts 
in  each  case.  It  is  clear  that  the  initial 
burden  is  on  the  Office,  and  that  burden 
is  not  satisfied  by  a  mere  conclusionary 
statement. 

Comment  The  requirement  that 
inventors  bear  both  the  cost  of  a  deposit 
in  a  depository  and  the  cost  of 
maintaining  the  material  privately  in 
case  replacement  is  needed  is 
burdensome  and  legal  support  is 
inadequate.  An  inventor  should  be  able 
to  choose  which  cost  to  bear.  If  an 
inventor  chooses  the  depository  and  the 
deposit  loses  its  viability,  the  public  has 
been  any  better  protected  than  if  the 
patentee  held  the  deposit  all  along.  If  the 
patentee  chooses  to  maintain  the 
deposit,  the  patentee  runs  the  risk  that 
the  patent  will  be  held  invalid  if 
reasonable  access  is  not  granted,  or  the 
deposit  is  tampered  with,  or  lost.  There 
is  no  reason  to  believe  that  this  would 
be  common  but  if  it  did  happen,  there  is 
little  public  harm.  The  public  will  have 
had  the  public  disclosure  in  the  patent. 

If  the  patent  is  invalidated,  the  patentee 
loses  exclusivity.  If  the  patent  is  not 
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invalidated,  it  means  that  no  deposit 
was  necessary  in  the  Hrst  place. 

Response:  While  clearly  the  cost  of 
making  and  maintaining  a  deposit  in  a 
depository  is  a  burden  which  applicants 
and  patentees  in  other  Helds  do  not 
have,  the  requirement  of  a  deposit  in  a 
depository  independent  of  the  depositor 
is  the  only  way  to  assure  that  the  public 
interest  is  served.  It  is  no  answer  to  say 
that  if  the  depositor,  serving  as  the 
depository,  fails  to  make  samples 
available,  the  public  is  not  harmed 
because  the  patent  may  be  invalidated. 
The  public  may  be  denied  the  right  to 
practice  the  invention  after  the  patent 
has  expired.  On  balance,  public  and 
patent  owner  interests  are  better  served 
by  independent  depositories  having  the 
capability  of  storing  and  maintaining 
biological  material. 

Comment:  The  rules  should  require 
that  deposit  information  be  included  in 
the  abstract  of  the  disclosure. 

Response:  The  Office  does  not  intend 
at  this  time  to  propose  a  rule  requiring 
where  deposit  information  should 
appear  in  a  patent.  There  is  no  apparent 
compelling  public  interest  to  adopt  a 
specific  location  for  deposit  information 
nor  would  the  administrative  burden  of 
enforcing  such  a  rule  appear  to  be 
justified. 

Comment:  There  should  be  some 
provision  which  would  allow  payment 
to  the  patentee  of  a  fee  every  time  a 
request  was  made  by  a  requestor  for  a 
sample  of  a  deposit  in  an  amount 
insufficient  to  be  a  restraint  on  the 
availability  of  the  deposited  material 
but  enough  to  alleviate  some  of  the 
financial  burden  on  the  patentee. 

Response:  If  the  patentee  is  required 
to  make  a  deposit  to  meet  a  statutory 
requirement  for  obtaining  a  patent,  there 
is  no  good  reason  why  the  public  should 
pay  any  fee  beyond  that  for 
administrative  handling. 

Comment:  It  was  suggested  that 
§  1.207(c)  (now  §  1.207(d))  be  deleted. 
This  provision  appears  to  be 
uimecessary  since  a  requestor  could 
obtain  this  information  from  the 
depository  or  by  reviewing  the  file 
history. 

Response:  The  suggestion  is  not  being 
adopted.  Certification  is  a  service  to 
depositories  and  requestors  since  the 
mere  disclosure  of  a  deposited  material 
in  a  patent  does  not  necessarily  mean 
that  it  is  available  or  accessible. 

Other  Considerations 

The  proposed  rules  are  in  conformity 
with  the  requirements  of  the  Regulatory 
Flexibility  Act  (Pub.  L  96-354), 
Executive  Orders  12291  and  12612  and 
the  Paperwork  Reduction  Act  of  1980, 44 
U.S.C.  3501  etseq. 


The  General  Counsel  has  certified  to 
the  Chief  Counsel  for  Advocacy,  Small 
Business  Administration  that  this 
proposed  rule  change  is  not  expected  to 
have  a  significant  adverse  economic 
impact  on  a  substantial  number  of  small 
entities  (Regulatory  Flexibility  Act,  Pub. 
L  96-354).  The  proposed  deposit 
practice  will  not  impose  extra  work  on 
patent  applicants  (whether  small  or 
large  businesses  or  individuals). 

The  Patent  and  Trademark  Office  has 
determined  that  this  rule  change  being 
proposed  is  not  a  major  rule  under 
Executive  Order  12991.  The  annual 
effect  on  the  economy  will  be  less  than 
$100  million.  There  will  be  no  major 
increases  in  costs  or  prices  for 
consumers,  individual  industries. 

Federal,  State  or  local  government 
agencies,  or  geographic  regions.  There 
will  be  no  adverse  effects  on 
competition,  employment,  investment, 
productivity,  innovation,  or  on  the 
ability  of  United  States  based 
enterprises  to  complete  with  foreign- 
based  enterprises  in  domestic  or  export 
markets. 

The  Patent  and  Trademark  Office  has 
also  determined  that  this  notice  has  no 
federalism  implications  affecting  the 
relationship  between  the  national 
government  and  the  States  as  outlined 
in  Executive  Order  12612. 

This  proposed  rule  contains  a 
collection  of  information  requirement 
subject  to  the  Paperwork  Reduction  Act. 
A  request  to  collect  this  information  has 
been  submitted  to  0MB  for  approval. 
Public  reporting  burden  for  this 
collection  of  information  is  estimated  to 
average  one  hour  per  response, 
including  the  time  for  reviewing 
instructions,  searching  existing  data 
sources,  gathering  and  maintaining  the 
data  needed  to  make  a  deposit  or 
request  a  sample,  and  completing  and 
reviewing  the  collection  of  information. 

It  is  further  estimated  that  a  respondent 
depository  would  spend  about  five 
hours  collecting  and  submitting  the 
necessary  information  to  be  recognized 
as  a  suitable  depository  by  the  Office. 
Send  comments  regarding  this  burden 
estimate  or  any  other  aspect  of  this 
collection  of  information,  including 
suggestions  for  reducing  this  burden,  to 
Box  8,  Commissioner  of  Patents  and 
Trademarks,  Washington,  DC  20231;  and 
to  the  Office  of  Information  and 
Regulatory  Affairs,  Office  of 
Management  and  Budget,  Washington, 
DC  20503. 

List  of  Subjects  in  37  CFR  Part  1 

Administrative  practice  and 
procedure.  Courts,  Freedom  of 
information.  Inventions  and  patents. 


Reporting  and  recordkeeping 
requirements.  Small  business. 

For  the  reasons  set  out  in  the 
preamble,  37  CFR  Part  1  is  being 
proposed  for  amendment  as  follows: 

PART  1— RULES  OF  PRACTICE  IN 
PATENT  CASES 

1.  The  authority  citation  for  37  CFR 
Part  1  would  continue  to  read  as 
follows: 

Authority:  35  U.S.C.  6  unless  otherwise 
noted. 

2.  Centered  heading  and  new  §§  1.200 
to  1.208  are  proposed  to  be  added  as  set 
forth  below: 

***** 

Deposit  of  Biological  Material 

Sec. 

1.200  Biological  material. 

1.201  Need  to  make  a  deposit. 

1.202  Acceptable  depository. 

1.203  Time  of  making  an  original  deposit. 

1.204  Replacement  of  deposit 

1.205  Term  of  deposit. 

1.206  Viability  of  deposit 

1.207  Furnishing  of  samples. 

1.208  Examination  procedures. 

Deposit  of  Biological  Material 

§  1.200  Biological  material. 

For  the  purposes  of  these  regulations 
pertaining  to  the  deposit  of  biological 
material  for  patent  purposes,  the  term 
biological  material  shall  include 
material  that  is  capable  of  self¬ 
replication  either  Erectly  or  indirectly. 
Representative  examples  include 
bacteria,  fungi  including  yeast,  algae, 
protozoa,  eukaryotic  ceils,  cell  lines, 
hybridomas,  plasmids,  viruses,  plant 
tissue  cells,  lichens  and  seeds.  Viruses, 
vectors,  cell  organelles  and  other  non¬ 
living  material  existing  in  and 
reproducible  fi'om  a  living  cell  may  be 
deposited  by  deposit  of  the  host  cell 
capable  of  reproducing  the  non-living 
material. 

§  1.201  Need  to  make  a  deposit 

(a)  Where  a  claimed  invention  is,  or 
relies  on,  a  biological  material  which  is 
not  known  and  readily  available  to  the 
public  and  which  cannot  be  described  in 
writing  alone,  the  disclosure  may 
include  a  deposit  of  a  biological  material 
deposited  in  a  depository  and  under 
conditions  complying  with  these 
regulations. 

(b)  Biological  material  need  not  be 
deposited  if  it  is  known  and  readily 
available  to  the  public  or  can  be  made 
or  isolated  without  imdue 
experimentation  fit)m  known  and 
readily  available  material.  Samples  will 
be  considered  to  be  readily  available 
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even  though  some  requirement  of  law  or 
regulation  of  the  United  States  or  of  the 
country  in  which  the  depositray 
institution  is  located  permits  access  to 
the  material  only  under  ccmditions 
imposed  for  safety,  public  health  or 
similar  reasons. 

(c)  The  reference  to  a  specific 
organism  or  other  biological  material  in 
a  specification  disclosure  does  not 
create  any  presumption  that  the  specific 
material  is  necessary  to  satisfy  35  U.S.C. 
112  or  that  a  deposit  in  accOTdance  with 
these  regulations  is  required. 

§  1.202  Acceptable  depository. 

(a)  A  deposit  shall  be  made  in: 

(1)  Any  International  Depositary 
Authority  (IDA)  as  established  under 
the  Budapest  T^ty  on  the  International 
Recognition  of  the  Deposit  of 
Microorganisms  for  the  Purposes  of 
Patent  Procedure,  or 

(2)  any  other  depository  recognized  to 
be  suitable  by  the  Office.  Suitability  will 
be  determined  by  the  Commissioner  on 
the  basis  of  the  administrative  and 
technical  competence,  and  agreement  of 
the  depository  to  comply  with  the  terms 
and  conditions  applicable  to  deposits  for 
patent  purposes.  The  Ccunmissioner  may 
seek  the  advice  of  impartial  consultants 
from  the  biotechnology  industry  or 
governmental  agencies  on  the  suitability 
of  a  depository.  The  depository  must: 

(i)  Have  a  cmitinuous  existence; 

(ii)  Exist  independent  of  the  control  of 
the  depositor; 

(iii)  Possess  the  stafi  and  facilities 
sufficient  to  examine  the  viability  of  a 
deposit  and  stcue  the  deposit  in  a 
manner  which  ensures  that  it  is  kept 
viable  and  uncontaminated; 

(iv)  Provide  for  sufficient  safety 
meastues  to  minimize  the  risk  of  losing 
biological  material  deposited  with  it; 

(v)  Be  impartial  and  objective;  and 

(vi)  Furnish  samples  of  the  deposited 
material  in  an  expeditious  and  [Hoper 
manner. 

(b)  If  any  depository  under  paragraph 

(a)  of  this  section  defaults  or 
discontinues  the  performance  of  any  of 
the  tasks  it  should  perform,  the  Office 
will  recognize  as  a  substitute  in  any 
pending  application  or  patent  a  de]^it, 
which  must  be  viable  if  the  biological 
material  is  of  a  kind  capable  of  self¬ 
replication,  made  widi  an  IDA  or 
depository  recognized  to  be  suitable  by 
the  Office  which  is  transferred  to  said 
depository  from  the  defaulting 
depository  in  the  manner  required  for 
replacing  a  deposit  under  {  1.204. 

(c)  A  depository  seeking  status  under 
paragraph  (a)(2)  of  this  section  must 
direct  a  communication  to  die 
Commissioner  whidi  diall: 


(1)  Indicate  the  name  and  address  of 
the  depository  to  which  the 
communication  relates; 

(2)  Contain  detailed  information  as  to 
the  capacity  of  the  depository  to  comply 
with  the  requirements  of  paragraph  (b) 
of  this  section,  including  information  on 
its  legal  status,  scientific  standing,  staff 
and  facilities; 

(3)  Indicate  that  the  depository 
intends  to  be  available,  for  the  purposes 
of  deposit,  to  any  depositor  under  these 
same  condificms; 

(4)  Where  the  depository  intends  to 
accept  for  deposit  only  certain  kinds  of 
biological  material,  specify  such  kinds; 

(5)  Indicate  the  amount  of  any  fees 
that  the  depository  will,  upon  acquiring 
the  status  of  suitable  depository  under 
paragraph  (a)(2)  of  this  section,  charge 
for  storage,  viability  statements  and 
furnishings  of  samples  of  the  deposit 

(d)  A  depository  having  status  under 
paragraph  (a)  of  this  section  limited  to 
certain  kinds  of  biological  material  may 
extend  such  status  to  additional  kinds  of 
biological  material  by  directing  a 
communication  to  the  Commissioner  in 
accordance  with  paragraph  (c)  of  this 
section.  If  a  previous  communication 
under  paragraph  (c)  of  this  section  is  of 
record,  items  in  common  with  t^ 
previous  commimication  may  be 
incorporated  by  reference. 

(e)  Once  a  depository  is  recognized  to 
be  suitable  by  the  Commissioner  or  has 
defaulted  or  discontinued  its 
performance  under  this  section,  notice 
thereof  will  be  published  in  the  Official 
Gazette  of  the  Patent  and  Trademark 
Office. 

§  1.203  Time  of  making  an  original 
deposit 

(a)  An  original  deposit  may  be  made 
at  any  time  before  filing  an  application 
for  patent  or.  pursuant  to  a  requirement 
that  will  be  made  by  the  examiner  no 
later  than  the  date  ffie  Notice  of 
Allowance  and  Issue  Fee  Due  is  mailed, 
during  pendency  of  the  application  for 
patent. 

(b)  When  the  original  deposit  is  made 
after  the  effective  filing  date  of  an 
application  for  patent,  the  applicant 
shall  promptly  submit  a  verified 
statement  from  a  person  in  a  position  to 
corroborate  the  fact,  and  shall  state,  that 
the  biological  material  which  is 
deposited  is  die  same  biological 
material  described  in  the  application  as 
filed,  except  if  the  person  is  an  attorney 
or  agent  registered  to  practice  before  the 
Office,  in  which  case  the  statement  need 
not  be  verified. 

§  1.204  Repiaewnant  of  deposit 

(a)  Where  a  depository  possessing  the 
original  deposit  cannot  furnish  samples 


of  the  deposit  for  any  reason,  the 
depository  shall,  promptly  after  having 
noted  its  inability  to  furnish  samples, 
notify  the  depositor  of  such  inability, 
indicating  the  cause  thereof.  Subject  to 
paragraphs  (e),  (f)  and  (g)  of  this  section, 
the  depositor  shall  be  required  to  make 
a  replacmnent  deposit  of  the  biological 
material  which  was  originally  deposited 
within  three  months  of  receiving 
notification  that  the  depository  cannot 
furnish  samples.  The  period  for 
satisfying  this  requirement  is  extendable 
upon  petition,  only  for  sufficient  cause, 
and  for  a  reasonable  time  specified.  Any 
request  for  such  extension  must  be  filed 
on  or  before  the  day  on  which  action  is 
due.  but  in  no  case  will  the  mere  filing  of 
the  request  effect  any  extension.  The 
replacement  shall  be  made  in  any 
acceptable  depository  under  Sl>Z02(a). 

(b)  An  applicant  or  patent  owner  shall 
notify  the  Office  in  writing,  in  each 
application  or  patent  affected,  as  soon 
as  reasonably  possible  after  a 
replacement  deposit  is  made.  This 
notification  shall  state  the  name  and 
address  of  the  depository,  the  accession 
number  for  the  deposit,  ^e  date  of 
making  the  deposit,  the  results  of  a 
viability  test  if  applicable  (as  provided 
for  in  §1.206),  the  reason  for  making  the 
replacement  deposit,  and  include  a 
verified  statement  except  that  if  made 
by  an  attorney  or  agent  registered  to 
practice  before  the  Office,  the  statement 
need  not  be  verified.  If  the  replacement 
deposit  relates  to  a  pending  application, 
the  statement  shall  be  by  a  person  in  a 
position  to  corroborate  ffie  fact,  and 
shall  state,  that  the  biological  material 
which  is  deposited  as  a  replacement  is 
the  same  biological  material  described 
in  the  application  as  filed.  If  the 
refdacement  deposit  relates  to  a  piatent, 
the  statement  shall  be  by  a  person  in  a 
position  to  corroborate  the  fact,  and 
shall  state,  that  the  r^lacement  deposit 
is  identical  to  that  originally  deposited. 
The  notification  shall  be  placed  in  the 
relevant  application  or  patent  file. 

(c)  A  depositor's  failure  to  replace  a 
deposit  within  the  time  required  by  this 
section  may  cause  the  application  or 
patent  involved  to  be  treated  in  any 
office  proceeding  as  if  no  deposit  were 
made. 

(d)  In  the  event  a  deposit  is  replaced, 
the  Office  will  apply  a  rebuttable 
presumption  of  idientity  between  the 
original  and  the  replacement  deposit 
where  the  patent  making  reference  to 
the  deposit  is  relied  upon  during  any 
Office  proceeding. 

(e)  Where  an  application  is  still 
pending,  the  time  for  making  a 
replacement  deposit  shall  be  the  same 
as  the  time  for  making  an  original 
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deposit  under  §  1.203(a].  The  applicant 
shall  promptly  notify  the  Office  after 
receiving  notice  that  the  depository 
possessing  the  original  deposit  cannot 
furnish  samples  of  the  deposit  for  any 
reason.  A  replacement  deposit  may  be 
made  during  this  time  for  any  reason, 
including  where  the  depository  can 
furnish  samples  but  the  original  deposit 
has  become  contaminated  or  has  lost  its 
capability  to  function  as  described  in 
the  specification. 

(f)  In  no  case  is  a  replacement  deposit 
of  a  biological  material  necessary  where 
the  biological  material,  in  accordance 
with  §  1.201(b),  need  not  be  deposited. 

(g)  No  replacement  deposit  of  the 
biological  material  is  necessary  where  a 
viable  deposit  is  in  the  depository  but 
the  depository  for  national  security, 
health  or  environmental  safety  reasons 
is  unable  to  provide  samples  to 
requesters  outside  of  the  jurisdiction 
where  the  depository  is  located. 

(h)  A  patentee  may  not  replace  a 
viable  deposit  where  the  depository  can 
furnish  samples.  Nothing  in  these 
regulations  is  intended  to  prohibit  a 
patentee  from  making  an  additional 
deposit  of  a  biological  material  where 
an  earlier  deposit,  otherwise  viable,  has 
become  contaminated  or  has  lost  its 
capability  to  function  as  described  in 
the  specification. 

§  1.205  Term  of  deposit 

A  deposit  shall  be  made  for  a  term  of 
at  least  thirty  (30)  years  after  the  date  of 
a  viable  deposit  and  at  least  five  (5) 
years  after  the  most  recent  request  for 
the  furnishing  of  a  sample  of  the 
deposited  biological  material  was 
received  by  the  depository.  In  any  case, 
samples  must  be  stored  under 
agreements  that  would  make  them 
available  beyond  the  enforceable  life  of 
the  patent  for  which  the  deposit  was 
made. 

§  1.206  Viability  of  deposit 

(a)  A  deposit  of  biological  material 
that  is  capable  of  self-replication  either 
directly  or  indirectly  must  be  viable  at 
the  time  of  deposit  and  during  the  term 
of  deposit.  Viability  may  be  tested  by 
the  depository.  The  test  must  conclude 
only  that  the  deposited  material  is 
capable  of  reproduction.  No  evidence  is 
necessarily  required  regarding  the 
ability  of  ^e  deposited  material  to 
perform  any  function  described  in  the 
patent  application. 

(b)  A  viability  statement  for  each 
deposit  of  a  biological  material  defined 
in  paragraph  (a)  of  this  section  not  made 
under  the  Budapest  Treaty  on  the 
International  Recognition  of  the  Deposit 
of  Microorganisms  for  the  Purposes  of 


Patent  Procedure  must  be  filed  in  the 
application  and  must  contain: 

(1)  The  name  and  address  of  the 
depository; 

(2)  The  name  and  address  of  the 
depositor; 

(3)  The  date  of  deposit; 

(4)  The  identity  of  the  deposit  and  the 
accession  number  given  by  the 
depository; 

(5)  The  date  of  the  viability  test; 

(6)  The  procedures  used  to  obtain  a 
sample  if  the  test  is  not  done  by  the 
depository;  and 

(7)  A  statement  that  the  deposit  is 
capable  of  reproduction. 

(c)  If  a  viability  test  indicates  that  the 
deposit  is  not  viable  upon  receipt,  or  the 
examiner  cannot,  for  scientific  or  other 
valid  reasons,  accept  the  statement  of 
viability  received  from  the  applicant,  the 
examiner  shall  proceed  as  if  no  deposit 
has  been  made.  The  examiner  will 
accept  the  conclusion  set  forth  in  a 
viability  statement  issued  by  a 
depository  recognized  under  §  1.202(a). 

§  1.207  Furnishing  of  samples. 

(a)  The  deposit  must  be  made  under 
conditions  that  assure  that: 

(1)  Access  to  the  deposit  will  be 
available  during  pendency  of  the  patent 
application  making  reference  to  the 
deposit  to  one  determined  by  the 
Commissioner  to  be  entitled  thereto 
under  §  1.14  and  35  U.S.C.  122,  and 

(2)  Subject  to  paragraphs  (b)  and  (c)  of 
this  section,  all  restrictions  imposed  by 
the  depositor  on  the  availability  to  the 
public  of  the  deposited  material  will  be 
irrevocably  removed  upon  the  granting 
of  the  patent. 

(b)  The  depository  may  contract  with 
the  depository  to  require  that  samples  of 
a  deposited  biological  material  shall  be 
furnished  only  if  a  request  for  a  sample, 
during  the  term  of  the  patent: 

(1)  Is  in  writing,  signed  and  dated; 

(2)  Contains  the  name  and  address  of 
the  requesting  party  and  the  accession 
number  of  the  deposit;  and 

(3)  Is  communicated  in  writing  by  the 
depository  to  the  depositor  along  with  a 
copy  of  the  request,  the  date  on  which 
the  sample  was  furnished,  and  the  name 
and  address  of  the  party  to  whom  the 
sample  was  furnished. 

(c)  the  depositor  may  require  that 
sample  of  a  deposited  biological 
material  shall  be  furnished  only  if  the 
requesting  party  has  agreed  in  writing, 
not  to  make  the  deposited  biological 
material  or  any  biological  material 
derived  thereform  available  during  the 
term  of  the  patent  to  any  third  party 
without  the  written  permission  of  the 
depositor,  and  to  assume  the  burden  of 
proof  concerning  compliance  with  the 
agreement.  With  the  exception  of  the 


Commissioner  and  an  acceptable 
depository  under  §  1.202  in  which  the 
requesting  party  has  made  a  new 
deposit  for  patent  purposes  of  the 
deposited  biological  material  or  any 
biological  material  derived  therefrom, 
any  person  or  entity  other  than  the 
requesting  party  and  the  depositor  shall 
be  deemed  to  be  a  third  party  under  this 
paragraph.  For  the  purposes  of  this 
paragraph,  any  biological  material  shall 
be  deemed  to  be  derived  fi'om  the 
deposited  biological  material  if  it  is 
replicated  from,  or  would  not  have  been 
produced  but  for  access  to,  the 
deposited  biological  material,  provided 
that  the  derived  matter  still  exhibits  the 
essential  characteristics  of  the  deposited 
biological  material. 

(d)  Upon  request,  the  Office  will 
certify  whether  a  deposit  has  been 
stated  to  have  been  made  under 
conditions  which  make  it  available  to 
the  public  as  of  the  issue  date  of  the 
patent  grant  provided  the  request 
contains: 

(1)  The  name  and  address  of  the 
depository; 

(2)  The  accession  number  given  to  the 
deposit; 

(3)  The  patent  number  and  issue  date 
of  the  patent  referring  to  the  deposit; 
and 

(4)  The  name  and  address  of  the 
requesting  party. 

§  1.208  Examination  procedures. 

(a)  The  examiner  shall  determine 
pursuant  to  §  1.104  in  each  application  if 
a  deposit  is  needed,  in  case  one  has  not 
been  made,  or  if  a  deposit  actually  made 
is  acceptable  for  patent  purposes.  A 
deposit  accepted  in  any  acceptable 
depository  under  §  1.202(a)  shall  be 
accepted  for  patent  piuposes  if  made 
under  conditions  complying  with 

§  1.207(a).  If  a  deposit  is  required  and 
has  not  been  made  or  replaced  in 
accordance  with  these  regulations,  the 
examiner  shall  in  an  Office  action  reject 
the  affected  claims  in  the  application 
under  the  appropriate  provisions  of  35 
U.S.C.  112,  explaining  why  a  deposit  is 
needed  and/or  why  a  deposit  actually 
made  cannot  be  accepted. 

(b)  The  applicant  shall  respond  to  a 
rejection  under  paragraph  (a)  of  this 
section  by — 

(1)  Making  an  acceptable  original  or 
replacement  deposit  or  assuring  the 
Ofilce  in  writing  that  an  acceptable 
deposit  will  be  made  on  or  before  the 
date  of  payment  of  the  issue  fee,  or 

(2)  Establishing  that  the  involved 
biological  material  is  known  and  readily 
available  to  the  public,  or 

(3)  Arguing  why  a  deposit  is  not 
required  under  the  circiunstances  of  the 
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application  considered.  Other  replies  to 
the  examiner's  action  shall  be 
considered  non-responsive.  The 
rejection  will  be  repeated  until  either 
paragraph  (b)(1)  or  (bK2)  of  this  section 
is  satisfied  or  the  examiner  is  convinced 
that  a  deposit  is  not  required. 

(c)  If  an  application  is  otherwise  in 
condition  for  allowance  except  for  the 
required  deposit  and  the  Office  has 
received  a  written  assurance  that  an 
acceptable  deposit  will  be  made  on  or 
before  payment  of  the  issue  fee,  the 
Office  will  mail  to  the  applicant  a  Notice 


of  Allowance  and  Issue  Fee  Due 
together  with  a  requirement  that  the 
required  deposit  be  made  within  three 
months.  The  period  for  satisfying  this 
requirement  is  extendable  under  37  CFR 
1.136.  Failure  to  make  the  required 
deposit  in  accordance  with  this 
requirement  will  result  in  abandonment 
of  the  application  for  failure  to 
prosecute. 

(d)  For  each  deposit  made  pursuant  to 
these  regulations,  the  specification  shall 
contain: 

(1)  Accession  number  for  the  deposit; 


(2)  Date  of  the  deposit; 

(3)  Taxonomic  description  of  the 
deposit  and 

(4)  Name  and  address  of  the 
depository. 

Dated:  September  9. 1968. 

Donald ).  Quigg, 

Assistant  Secretary  and  Commissioner  of 
Patents  and  Trademarks. 

[FR  Doc.  88-23102  Filed  10-5-88;  8:45  am) 
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916  .  39085 

917  . 39259 

934 . 39261 

Proposed  Rules: 

256 . 38739 

281  . 38739 

282  . 38739 

906 .  39105 

938 . 39316 

31  CFR 

330 . 39404 

32  CFR 

199 . 38947 

276  . 39262 

277  . 39262 

1285 . 38716 

33  CFR 
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581 . 
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37  CFR 

Proposed  Rules: 


1 . 39420 
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40  CFR 
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81 . 38724 

147 . 39088 
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39218 
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.39218 

.39218 

.39218 
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180 .  39090 
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47  CFR 

36 . 

. 39095 
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39095 

94 . 
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300 . 

.39095 

Proposed  Rules: 

73 . 

..  38743,  38747 

90 . 

. 39114 

48  CFR 

519 . 

. 39096 

Proposed  Rules: 

222 . 

. 38749 

247.. . 

. 38753 

252 . 

. 38753 

49  CFR 

383 . 

. 39044 

390 . 

39044 
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. 39044 
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. 39044 

531 . 

. 39275 

1185 . 

. 39096 
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177 . 

. 39114 
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LIST  OF  PUBLIC  LAWS 


Last  List:  October  5,  1988 
This  is  a  continuing  list  of 
public  bills  from  the  current 
session  of  Congress  which 
have  become  Federal  laws.  It 
may  be  used  in  conjunction 
with  “P  L  U  S”  (Public  Laws 
Update  Service)  on  523-6641. 
The  text  of  laws  is  not 
published  in  the  Federal 
Register  but  may  be  ordered 
in  individual  pamphlet  form 
(referred  to  as  "slip  laws") 
from  the  Superintendent  of 
Documents,  U.S.  Government 
Printing  Office,  Washington, 

DC  20402  (phone  202-275- 
3030). 

H.R.  517/Pub.  L  100-464 

To  designate  Soldier  Creek 
Diversion  Unit  in  Topeka, 
Kansas,  as  the  "Lewis  M. 
Paramore  Diversion  Unit.” 

(Oct.  3,  1988;  102  Stat.  2271; 

1  page)  Price:  $1.00 
H.R.  2046/Pub.  L.  100-465 
Rio  Grande  Pollution 
Correction  Act  of  1987.  (Oct. 

3,  1988;  102  Stat.  2272;  2 
pages)  Price;  $1 .00 
H.J.  Res.  580/Pub.  L  100- 
466 

To  designate  the  month  of 
September  1988  as  "National 
Sewing  Month."  (Oct.  3,  1988; 
102  Stat.  2274;  1  page) 

Price:  $1.00 

S.  2789/Pub.  L.  100-467 

Dwight  David  Eisenhower 
Commemorative  Coin  Act  of 
1988.  (Oct.  3,  1988;  102  Stat. 
2275;  3  pages)  Price:  $1.00 

S.J.  Res.  169/Pub.  L.  100- 

468 

Designating  October  2,  1988, 
as  a  national  day  of 
recognition  for  Mohandas  K. 
Gandhi.  (OcL  3,  1988;  102 
Stat.  2278;  2  pages)  Price: 
$1.00 

S.J.  Res.  333/Pub.  L  100- 

469 

To  designate  the  week  of 
October  9,  1988,  through 
October  15,  1988,  as 
"National  Job  Skills  Week.” 
(Oct.  3,  1988;  102  Stat.  2280; 
1  page)  Price:  $1.00 
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Quantity  Volume 


Code  of 
Federal 
Regulations 

Revised  as  of  July  1, 1988 


Price 


Title  29— Labor 

Parts  0-99  (Stock  No.  869-004-00104-5)  $1 7.00 

Parts  900-1 899  (Stock  No.  869-004-00107-0)  1 1 .00 


Amount 

$ _ 


Title  32— National  Defense 

Parts  700-799  (Stock  No.  869-004-001 21-5)  1 5.00 

Total  Order  $ 


A  cufnutative  checfcKsl  of  CFR  Issuances  appears  every  Monday  in  ttie  Federal  Register  in  the  Reader  Aids 
section.  In  addition,  a  checklist  of  current  CFR  volumes,  comprising  a  corrtplete  CFR  set,  appears  each  month 

in  the  LSA  (List  of  CFR  Sections  Affected).  Please  do  not  detach 


Order  Form  Mali  to:  Superintendent  of  Documents,  U.S.  Government  Printing  Office,  Washington,  D.C.  20402 
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to  Superintendent  of  Documents.  (Please  do  not  sernf  cash  or 
stamps).  Include  an  additional  25%  for  foreign  mailing. 
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